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Title  42 — Public  Health 

CHAPTER  I— PUBLIC  HEALTH  SER¬ 
VICE,  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

PART  123— STATE  HEALTH  PLAN¬ 
NING  AND  DEVELOPMENT  AGEN¬ 
CIES 

Designation  and  Funding  of  State 
Health  Planning  and  Development 
Agencies 

AGENCY:  Public  Health  Service, 
HEW. 

ACTION:  Final  rule. 

SUMMARY:  This  rule  prescribes  the 
requirements  for  designation  of  State 
health  planning  and  development 
agencies,  grants  to  State  health  plan¬ 
ning  and  development  agencies,  and 
establishment  and  operation  of 
Statewide  Health  Coordinating  Coun¬ 
cils. 

EFFECTIVE  DATE:  March  10,  1978. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Harry  P.  Cain  II,  Ph.  D.,  Center 
Building,  Room  6-22,  3700  East-West 
Highway,  Hyattsville,  Md.  20782, 
telephone  number  301-436-6850. 

SUPPLEMENTARY  INFORMATION: 
On  March  19,  1976,  a  Notice  of  Pro¬ 
posed  Rulemaking  was  published  in 
the  Federal  Register  (41  FR  11688) 
proposing  to  amend  Title  42,  Code  of 
Federal  Regulations,  as  follows: 

1.  To  add  to  Part  122  thereof  a  new 
Subpart  D,  entitled  “Procedures  and 
Criteria  for  Review  of  New  Institution¬ 
al  Health  Services.” 

2.  To  add  to  Subchapter  K  thereof  a 
new  Part  123,  entitled  “State  Health 
Planning  and  Development  Agencies,” 
and  to  add  to  such  new  Part  123  the 
following  new  subparts:  Subpart  A,  en¬ 
titled  “Definitions;”  Subpart  B,  enti¬ 
tled  “Designation  of  State  Health 
Planning  and  Development  Agencies;” 
Subpart  C,  entitled  “Grants  to  State 
Health  Planning  and  Development 
Agencies;”  Subpart  D,  entitled 
“Statewide  Health  Coordinating  Coun¬ 
cils”  and  subpart  E,  entitled  “Certifi¬ 
cate  of  Need  and  Review  of  New  Insti¬ 
tutional  Health  Services.” 

3.  To  revise  Part  100  thereof,  which 
as  so  revised  would  be  entitled  “Limi¬ 
tation  on  Federal  Participation  for 
Capital  Expenditures.” 

The  regulations  under  items  1  and  2 
above  were  proposed  as  part  of  the 
Secretary’s  implementation  of  Title 
XV  of  the  Public  Health  Service  Act 
(“the  Act”),  added  by  Pub.  L.  93-641. 
The  revision  of  Part  100  is  in  part 
made  necessary  by  Pub.  L.  93-641,  and 


in  part  results  from  the  Secretary’s  ex¬ 
perience  in  carrying  out  his  responsi¬ 
bilities  under  section  1122  of  the 
Social  Security  Act. 

Interested  persons  were  afforded  the 
opportunity  to  participate  in  the  rule- 
making  process  by  submitting  written 
comments  concerning  the  proposed 
regulations  no  later  than  May  3,  1976. 
More  than  3,000  comments  were  re¬ 
ceived  during  the  comment  period. 

Because  of  the  large  number  of  com¬ 
ments,  and  the  complex  issues  raised 
therein,  an  extended  period  was 
needed  to  analyze  the  comments  and 
make  the  modifications  to  the  regula¬ 
tions  considered  appropriate  by  the 
Secretary.  The  Secretary  determined, 
however,  for  the  reasons  set  forth  in 
the  Federal  Register  of  June  3,  1976 
(41  FR  22524),  that  it  was  neither  nec¬ 
essary  nor  wise  to  delay  the  implemen¬ 
tation  of  Title  XV  as  it  related  to  the 
designation  and  funding  of  State 
Health  Planning  and  Development 
Agencies  (hereinafter  “State  Agen¬ 
cies”)  until  such  time  as  the  comments 
received  in  response  to  the  Notice  of 
Proposed  Rulemaking  of  March  19, 
1976,  could  be  analyzed.  Therefore,  on 
June  3,  1976,  the  Secretary  issued  in¬ 
terim  regulations  which  constituted 
the  legal  and  programmatic  minimum 
requirements  necessary  under  the 
statute  to  enable  the  Secretary  to  des¬ 
ignate  and  fund  State  Agencies.  Only 
Subparts  A,  B,  C,  and  D  of  Part  123 
were  made  effective  in  this  manner. 

The  Department’s  analysis  of  the 
comments  made  pursuant  to  the  pro¬ 
posed  rulemaking  on  March  19,  1976, 
has  now  been  completed.  Those  com¬ 
ments  relating  to  Subpart  D  of  Part 
122  and  Subpart  E  of  Part  123  on  cer¬ 
tificate  of  need  and  review  of  new  in¬ 
stitutional  health  services  have  been 
considered  by  the  Secretary  in  the 
adoption  of  the  final  regulations  con¬ 
cerning  these  areas  published  in  the 
Federal  Register  of  January  21,  1977 
(42  FR  4002-4032).  Those  comments 
received  concerning  Part  100— Limita¬ 
tion  on  Federal  Participation  for  Cap¬ 
ital  Expenditure— will  be  considered 
when  the  Department  publishes  its 
final  regulations  on  that  program. 

This  Notice  applies  only  to  Subparts 
A,  B,  C,  and  D  of  Part  123.  The  pream¬ 
ble  is  a  summary  of  the  comments  and 
recommendations  relating  to  these 
subparts  and  the  Secretary’s  conclu¬ 
sions  in  light  of  them,  as  well  as  a  de¬ 
scription  of  other  changes  made  in  the 
regulations  which  result  from  further 
Departmental  consideration.  In  addi¬ 
tion,  a  new  Subpart  F,  entitled  “Spe¬ 
cial  Provisions  for  Certain  States— Sec¬ 
tion  1536  of  the  Act”  has  been  added. 
The  discussion  with  respect  to  Sub¬ 
parts  A,  B,  C,  and  D  of  Part  123  will 
have  reference  to  the  proposed  rules 
issued  on  March  19,  1976,  rather  than 
to  the  interim  rules  issued  on  June  3, 
1976.  Where  significant,  however,  dif¬ 


ferences  between  the  interim  and  final 
regulations  will  be  noted.  The  final 
rules  set  out  below  will  supersede  the 
June  3,  1976,  interim  regulations. 
While  the  Department  had  anticipat¬ 
ed  at  the  time  of  the  publication  of 
the  interim  regulations  that  it  would 
require  States  to  conform  to  these 
final  regulations  within  90  days  of 
their  publication,  the  Department’s 
delay  in  promulgating  these  regula¬ 
tions  together  with  the  fact  that  most 
State  Agencies  will  be  applying  for 
new  designation  agreements  within 
the  next  few  months  makes  that  ap¬ 
proach  impractical.  Therefore,  these 
regulations  will  only  apply  with  re¬ 
spect  to  designation  agreements  en¬ 
tered  into  after  their  publication. 

For  purposes  of  clarity  the  com¬ 
ments  and  changes  have  been  grouped 
in  accordance  with  the  various  sub¬ 
parts  and  sections  of  Part  123. 

Subpart  A— Definitions 
§  123.1  DEFINITIONS 

Numerous  comments  were  received 
concerning  the  definitions  in  proposed 
Subpart  A. 

As  a  general  matter,  one  comment 
included  the  suggestion  that  all  Title 
XV  definitions  should  be  consolidated 
in  one  section  to  avoid  the  confusion 
currently  arising  from  different  defini¬ 
tions  of  the  same  term  and  to  reduce 
the  length  of  the  proposed  regula¬ 
tions.  With  respect  to  any  confusion 
that  might  arise,  it  should  be  noted 
that  the  definitions  of  each  term 
which  is  used  in  more  than  one  sub¬ 
part  of  the  regulations  implementing 
Title  XV  of  the  Act  is  for  all  substan¬ 
tive  purposes  identical.  While  it  may 
be  desirable  to  reduce  the  length  of 
the  regulations,  consolidation  of  all 
definitions  in  one  section  has  not  been 
practicable  due  to  the  different  publi¬ 
cation  dates  for  the  various  regula¬ 
tions  already  issued  and  to  be  issued 
by  the  Department  in  the  future  relat¬ 
ed  to  Title  XV.  Further,  since  some 
readers  may  have  interest  only  in  a 
particular  Part  or  subpart  of  the  regu¬ 
lations,  it  is  desirable  for  ease  of  refer¬ 
ence  for  the  definitions  to  appear  with 
each  Part  or  subpart  where  the  terms 
are  used. 

Of  the  comments  received  on  the 
substance  of  the  definitions  included 
in  Subpart  A,  the  majority  were  con¬ 
cerned  with  the  definition  of  the  term 
“provider  of  health  care”  (§  123. l(k)). 
Generally,  it  is  noted  that  the  defini¬ 
tion  of  this  term  is  statutory  (section 
1531(3)  of  the  Act)  and  the  Secretary 
has  sought  to  add  little  to  the  defini¬ 
tion.  Because  this  term,  with  its  cate¬ 
gorization  of  direct  and  indirect  pro; 
viders,  is  statutory,  the  Secretary 
cannot,  as  was  suggested  by  several 
commenters,  merge  the  two  categories 
or  delete  “indirect  providers”  from  the 
definition  of  provider  of  health  care. 
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Similarly,  the  Secretary  cannot 
change  the  statutory  language  from 
"provider  of  health  care”  to  “provider 
of  health  services”  as  was  suggested  by 
another  commenter  or  respond  by  reg¬ 
ulatory  changes  to  the  comments  re¬ 
ceived  that  the  definition  of  “indirect 
provider”  was  too  broad,  that  the 
income  requirements  were  too  strict 
and  would  keep  well-informed  consum¬ 
ers  from  serving  on  governing  bodies, 
or  to  the  request  that  the  limitation 
relating  to  immediate  family  be  liber¬ 
alized.  Modification  of  statutory  terms 
would  require  legislative  action. 

A  number  of  commenters  requested 
that  the  list  of  direct  providers  of 
health  care  in  §  123. l(k)(  1 )  be  expand¬ 
ed  to  specifically  include  mental 
health  professionals,  as  well  as  public 
health  and  environmental  health  spe¬ 
cialists.  The  Secretary  wishes  to  em¬ 
phasize,  as  stated  in  the  preamble  to 
the  final  regulations  for  the  designa¬ 
tion  and  funding  of  health  systems 
agencies  (41  FR  12812,  March  26, 
1976),  that  the  list  of  direct  providers 
included  in  the  statutory  definition  is 
not  exhaustive  of  all  individuals  who 
would  be  classified  as  “direct  providers 
of  health  care”  in  that  their  current 
primary  activity  is  the  provision  of 
health  care  to  individuals,  and  that  in¬ 
dividuals,  such  as  providers  of  mental 
health,  drug  and  alcohol  abuse  ser¬ 
vices,  would  be  included.  This  was  un¬ 
derscored  by  including  the  phrase 
“but  not  limited  to”  in  §  123.1(k)(l)  of 
the  proposed  regulation  and  such 
wording  is  retained  in  the  final  regula¬ 
tions.  However,  a  change  in  the  defini¬ 
tion  has  been  made  to  add  optom¬ 
etrists  to  the  listing  in  accordance 
with  the  statutory  change  made  by 
section  902(a)  of  Pub.  L.  94-484.  With 
respect  to  the  statutory  listing  of  fa¬ 
cilities  and  institutions  in  which 
health  care  is  provided,  the  phrase 
“but  not  limited  to,”  has  been  added 
to  the  definition  to  emphasize  that 
the  listing  of  types  of  facilities  and  in¬ 
stitutions  is  similarly  not  intended  to 
be  an  exhaustive  list.  However,  the 
phrase  “substance  abuse  treatment  fa¬ 
cilities”  has  been  added  to  the  list  of 
facilities  since  this  change  has  been 
mandated  by  Pub.  L.  94-237.  In  addi¬ 
tion,  several  minor  revisions  have  been 
made  to  the  definition  of  provider  of 
health  care  to  conform  to  the  defini¬ 
tion  contained  in  the  health  systems 
agencies  final  regulation  (42  CFR 
112.1(0)). 

One  person  suggested  that  the  term 
“same  household”  should  refer  only  to 
those  individuals  physically  residing  in 
the  same  household  as  the  direct  pro¬ 
vider  or,  in  the  case  of  students  not 
physically  residing  with  the  direct  pro¬ 
vider,  to  such  individuals  only  if  they 
are  dependents  of  providers.  The  Sec¬ 
retary  thinks  that  the  word  "reside” 
means  physically  reside,  and  that  this 
definition  is  as  restrictive  as  necessary 


to  carry  out  the  intent  that  individuals 
who  have  close  family  relationships 
with  providers  are  classified  as  indi¬ 
rect  providers.  Accordingly,  no  revi¬ 
sion  has  been  made. 

Lastly  with  respect  to  this  defini¬ 
tion,  one  commenter  felt  that  the 
word  "articles”  used  in  the  definition 
of  indirect  provider  of  health  care,  lit¬ 
erally  interpreted,  could  include  any¬ 
thing  manufactured,  thereby  extend¬ 
ing  the  categorization  of  indirect  pro¬ 
vider  to  practically  everyone.  The 
commenter  suggested  that  inserting 
the  term  “primary”  would  have  the 
desired  limiting  effect.  The  Secretary 
believes  that  the  term  “articles,” 
which  was  intended  to  cover  such 
things  as  medical  devices  and  equip¬ 
ment,  is  sufficiently  limited  by  the 
reasonable  application  of  the  statu¬ 
tory  phrase  “for  individuals  or  entities 
for  use  in  the  provision  of  or  research 
into  or  instruction  in  the  provision  of 
health  care”  included  in  the  proposed 
regulations,  and  therefore  the  suggest¬ 
ed  addition  has  not  been  made. 

Although  no  revision  in  the  pro¬ 
posed  regulations  was  requested,  a 
number  of  invividuals  requested  clari¬ 
fication  of  the  effect  of  the  definition 
of  “provider  of  health  care”  in  classi¬ 
fying  a  variety  of  individuals  including 
county  commissioners,  members  of  ad¬ 
visory  or  policy  boards  and  staffs  of 
health  systems  agencies.  The  effect  of 
this  provision  on  particular  individuals 
must  be  determined  on  a  case  by  case 
basis.  By  way  of  general  guidance, 
county  commissioners  and  other 
public  officials  who  exercise  authority 
over  the  budgets  of  local  health  facili¬ 
ties  through  overall  legislative  or  ad¬ 
ministrative  responsibility  for  a  health 
care  institution  or  service  are  not  “pro¬ 
viders  of  health  care”  under  the  defi¬ 
nition  in  §  123.1.  However,  any  county 
commissioner  or  other  public  official 
who  holds  a  fiduciary  position  with  re¬ 
spect  to  an  entity  engaged  in  the  pro¬ 
vision  of  health  care  as  defined  under 
§  123.1(k)— that  is,  where  the  individ¬ 
ual  acts  with  respect  to  an  institution 
in  a  manner  analogous  to  an  officer  or 
a  member  of  a  board  of  directors  (e.g., 
an  individual  who  has  responsibility 
for  the  policies  and/or  day-to-day  op¬ 
eration  of  a  health  care  institution)— 
would  be  considered  a  provider  of 
health  care.  Further,  while  the  deci¬ 
sions  of  the  staff  of  a  health  systems 
agency  may  have  a  significant  impact 
on  the  health  care  system,  employ¬ 
ment  by  a  health  systems  agency  does 
not  in  itself  result  in  an  individual’s 
classification  as  a  provider  of  health 
care  under  the  statutory  definition. 

One  commenter  suggested  that  the 
State  Agency  Director  should  have  the 
final  authority  to  resolve  each  ques¬ 
tion  of  consumer/indirect  provider 
status  on  an  individual  basis  as  it  re¬ 
lates  to  health  systems  agency  govern¬ 
ing  body  nominations  to  the  Statewide 


Health  Coordinating  Council  (herein¬ 
after  the  “SHCC”).  The  Secretary 
notes  that  it  is  the  responsibility  of 
the  State  to  constitute  its  SHCC  to 
conform  to  the  mandated  categories  of 
the  statute  and  that  the  State  should 
in  this  regard  exercise  authority  re¬ 
garding  the  resolution  of  conflicts  re¬ 
sulting  from  the  application  of  the 
definition  of  provider  of  health  care. 

A  commenter  requested  that  a  defi¬ 
nition  be  adGed  in  §  123.1  of  the  term 
“health  maintenance  organization.” 
The  Secretary  has  added  definitions 
for  "health  maintenance  organiza¬ 
tion”  and  “health  care  facility”  to 
§  123.1  as  these  two  terms  are  now  in¬ 
cluded  in  the  final  regulations  at 
§123.104(b)(ll).  It  is  noted  that  these 
definitions  are  identical  to  the  defini¬ 
tions  of  these  terms  in  42  CFR  Part 
123,  Subpart  E.  One  commenter  sug¬ 
gested  the  inclusion  of  a  definition  of 
the  term  “minority”  based  on  the  view 
that  one  of  the  primary  purposes  of 
Pub.  L.  93-641  is  to  improve  the  deliv¬ 
ery  of  health  services  to  the  poor  and 
minorities.  The  Secretary  has  not  ac¬ 
cepted  this  suggestion,  even  though  he 
agrees  with  the  need  for  more  effec¬ 
tive  health  planning  for  poor  and  mi¬ 
nority  populations,  since  this  term  is 
not  used  in  the  regulations  or  the  stat¬ 
ute. 

Subpart  B— Designation  of  State 

Health  Planning  and  Development 

Agencies 

§  123.101  PURPOSE  AND  SCOPE 

Several  comments  were  received  re¬ 
garding  the  purpose  and  scope  of 
State  Agency  activities  as  set  forth  in 
this  section.  One  commenter  ex¬ 
pressed  concern  that  the  performance 
by  a  Stale  Agency  of  both  the  physical 
and  mental  health  planning  and  devel¬ 
opment  functions  for  the  State  limits 
the  Governor’s  discretion  to  assign 
functions  to  other  agencies  of  State 
government.  While  both  the  physical 
and  mental  health  needs  of  the  State 
must  be  addressed  in  accomplishing 
the  health  planning  and  development 
functions  required  by  Pub.  L.  93-641, 
the  latitude  to  assign  functions  to 
other  agencies  of  State  government  is 
left  to  the  discretion  of  each  State 
within  statutory  constraints  imposed 
under  section  1523(b)(1)  of  the  Act. 

One  commenter  recommended  that 
a  new  subsection  be  added  to  this  sec¬ 
tion  to  indicate  that  the  language  of 
this  section  does  not  prevent  a  State 
from  developing  a  program  of  State 
health  planning  with  additional  func¬ 
tions  or  with  modifications  appropri¬ 
ate  for  individual  State  needs  not  in¬ 
consistent  with  Federal  laws.  The  reg¬ 
ulations  in  this  Part  do  not  preclude  a 
State  from  taking  on  additional  func¬ 
tions  or  performing  functions  not  in¬ 
consistent  with  Federal  statutes  and 
regulations. 
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Accordingly,  the  Secretary  does  not 
think  that  any  such  statement  needs 
to  be  made  explicit,  and  the  suggested 
addition  has  not  been  made.  The  Sec¬ 
retary  wishes  to  point  out,  however, 
that  although  the  statute  and  regula¬ 
tions  do  not  preclude  a  State  Agency 
from  performing  additional  functions 
other  than  those  prescribed,  they  do 
preclude  the  use  of  section  1525  grant 
funds  for  the  performance  of  the 
other  functions. 

One  commenter  recommended  that 
the  term  “mental  health  planning”  be 
changed  to  “behavioral  health  plan¬ 
ning.”  The  Secretary  does  not  believe 
that  the  suggested  change  improves  or 
provides  further  clarification  to  the 
language  already  in  the  regulations, 
and  no  change  has  been  made. 

§  123.103  CONTENTS  OF  APPLICATIONS 

There  were  numerous  comments  re¬ 
ceived  regarding  the  contents  of  an  ap¬ 
plication  for  designation. 

One  comment  suggested  that  the  ap¬ 
plication  for  designation  of  a  State 
Agency  should  have  appended  to  it 
the  endorsements  of  providers  in  the 
State.  The  Secretary  believes  that  a 
reasonable  opportunity  will  be  afford¬ 
ed  providers  and  other  interested  par¬ 
ties  in  the  State  to  make  their  com¬ 
ments  known  on  the  acceptability  of 
the  State  administrative  program 
through  the  requirement  for  a  public 
meeting  under  §  123.104  of  the  regula¬ 
tions  and  the  requirement  that  a  sum¬ 
mary  of  the  comments  made  at  the 
meeting  be  appended  to  the  applica¬ 
tion.  Accordingly,  no  specific  require¬ 
ment  for  the  endorsement  of  providers 
has  been  included. 

Several  commenters  recommended 
that  §  123.103  be  amended  to  require 
that  the  State  Agency  application  ad¬ 
dress  the  relationship  of  the  State 
Agency  to  the  health  systems  agencies 
in  the  State,  specifically,  with  regard 
to  the  coordination  of  their  planning 
activities.  It  is  the  Secretary’s  view 
that  such  an  amendment  is  unneces¬ 
sary.  Under  §  123.103(a)  the  applica¬ 
tion  must  contain  a  State  administra¬ 
tive  program.  This  program,  in  de¬ 
scribing  how  the  State  Agency  will 
perform  its  functions,  must  reflect  the 
State  Agency’s  interfaces  with  health 
systems  agencies  on  matters  requiring 
both  State  Agency  and  health  systems 
agency  action;  e.g.,  the  development  of 
a  preliminary  State  health  plan  and 
the  review  of  new  institutional  health 
services.  The  proposed  amendment 
has  therefore  not  been  made. 

One  commenter  felt  that  the  re¬ 
quirement  of  §  123.103(c)  that  a  State 
provide  assurances  satisfactory  to  the 
Secretary  that  the  State  Agency  se¬ 
lected  by  the  Governor  has  the  au¬ 
thority  to  administer  the  State  admin¬ 
istrative  program  can  be  interpreted  as 
dictating  the  precise  content  of  State 
enabling  legislation.  This  section  of 


the  regulations  reflects  section 
1521(b)(1)(B)  of  the  Act,  which  states 
that  the  Secretary  cannot  enter  into  a 
designation  agreement  unless  he  has 
satisfactory  assurance  of  the  State 
Agency’s  authority  to  carry  out  the 
State  administrative  program.  It  is  not 
the  Secretary’s  intent  to  interpret  this 
language  as  authorizing  him  to  dictate 
the  precise  content  of  State  authoriz¬ 
ing  legislation,  but  only  that  the  State 
Agency  must  have  the  authority  to 
perform  the  functions  required  under 
the  Act  and  this  Part.  Therefore,  the 
Secretary  does  not  think  any  change 
in  the  regulation  is  necessary,  and 
none  has  been  made.  Finally, 
§  123.103(d)  has  been  revised  to  clarify 
that  an  application  for  full  designa¬ 
tion  will  not  be  approvable  unless  it 
contains  a  description  of  the  manner 
in  which  the  SHCC  that  has  been  es¬ 
tablished  for  the  State  is  functioning. 
In  the  Secretary’s  view,  a  SHCC  is  not 
established  until  Its  members  have 
been  appointed  in  accordance  with  the 
requirements  of  section  1524  of  the 
Act  and  Subpart  D  of  Part  123. 

Several  commenters  suggested  dele¬ 
tion  of  the  requirement  in  proposed 
§  123.103(e)  that  the  application  con¬ 
tain  a  description  of  the  existing  State 
planning  system,  and  that  only  a  de¬ 
scription  of  the  way  in  which  the 
State  Agency  proposes  to  perform  its 
planning  functions  under  Pub.  L.  93- 
641  should  be  required.  The  Secretary 
thinks  that  these  comments  are  well 
taken  since  his  primary  concern  at  the 
outset  of  the  planning  process  is  with 
the  proposed  plans  of  the  new  State 
Agency,  not  with  an  account  of  the 
State’s  experience  in  the  health  plan¬ 
ning  area.  Accordingly,  the  require¬ 
ment  has  been  modified  to  require 
only  a  description  of  the  “proposed” 
health  planning  and  development  ac¬ 
tivities  of  the  State. 

Several  commenters  suggested  that 
§  123.103(e)  be  amended  to  require 
that  the  application  not  only  include  a 
description  of  how  the  State  Agency 
will  relate  to  State  health  manpower 
activities  but  also  how  it  will  relate  to 
other  key  health  activities  of  the  State 
such  as  Medicaid,  establishment  of 
professional  and  institutional  licen¬ 
sure  standards,  health  insurance  regu¬ 
lations,  and  the  activities  of  those 
agencies  responsible  "for  health  care 
and  preventive  health  including 
health  education,  nutrition  and  dis¬ 
ease  prevention.”  The  Secretary 
agrees  that  the  issue  is  important  but 
believes  that  the  language  of  the  regu¬ 
lation  as  proposed  includes  these  agen¬ 
cies  under  the  phrase  “other  agencies 
of  State  government  responsible  for 
health  programs  of  the  State,”  and 
the  suggested  revisions  have  not  been 
made.  The  list  of  examples  of  such 
agencies  in  the  regulation  is  not  in¬ 
tended  to  be  exhaustive  but  is  includ¬ 
ed  to  highlight  some  of  the  agencies 


with  which  the  State  Agency  is  likely 
to  have  relationships  which  must  be 
addressed  in  its  application. 

One  commenter  questioned  the  re¬ 
quirement  implicit  in  §  123.103(f)  that 
the  State  Agency  must  administer  the 
State  medical  facilities  plan  if  it  in¬ 
tends  to  participate  in  the  program  au¬ 
thorized  by  Title  XVI  of  the  Public 
Health  Service  Act.  The  comment 
states  that  this  should  be  a  function 
which  may  be  performed  under 
§  123.107  by  an  agency  of  the  State 
other  than  the  State  Agency.  This 
suggestion  has  been  rejected  as  incon¬ 
sistent  with  the  statute.  Specifically, 
in  contrast  to  section  1523(b)(1),  which 
permits  the  performance  of  a  State 
Agency  function  described  in  section 
1523(a)  by  another  agency  of  the 
State,  the  statute  contains  no  provi¬ 
sion  permitting  delegation  of  the  State 
Agency’s  responsibility  under  section 
1603(a)(1)  to  “administer  or  supervise 
the  administration  of  the  State  medi¬ 
cal  facilities  plan.”  Accordingly,  the 
Secretary  has  concluded  that  he  has 
no  legal  authority  to  permit  such  a 
delegation.  However,  for  purposes  of 
clarity,  §  123.103(f)  and  §  123.206  have 
been  revised  to  repeat  the  language  of 
section  1603(a)(1)  by  the  addition  of 
the  words  "or  supervise  the  adminis¬ 
tration  of  such  plan,”  which  did  not 
appear  in  either  the  proposed  or  inter¬ 
im  regulations. 

§  123.104  STATE  ADMINISTRATIVE 
PROGRAM 

A  large  number  of  comments  were 
received  requesting  clarification  and 
more  specificity  on  the  requirements 
of  the  State  administrative  program. 
These  have  been  summarized  accord¬ 
ing  to  paragraphs  of  the  section. 

§  123.104(a)(3) 

Several  comments  suggested  deletion 
of  the  requirements  for  a  public  meet¬ 
ing  on  the  State  administrative  pro¬ 
gram  and/or  for  publication  of  a  news¬ 
paper  notice  prior  to  the  meeting.  The 
commenters  observed  that  most  States 
have  established  procedures  for  the 
publication  of  policy  decisions  and 
public  meetings,  including  giving 
public  notice  of  such  meetings.  An¬ 
other  commenter  requested  that  if  the 
requirement  for  public  notice  is  re¬ 
tained,  it  should  be  modified  by  per¬ 
mitting  notice  by  other  than  newspa¬ 
per  or  by  removing  the  prohibition  on 
use  of  legal  notice  or  classified  adver¬ 
tisements.  One  commenter  suggested 
that  copies  of  the  State  administrative 
program  should  be  duplicated  by  the 
State  Agency  and  provided  to  the 
public  upon  request  rather  than  only 
made  available  to  members  ,of  the 
public  for  inspection  and  copying  at 
their  own  expense. 

Section  1522(a)  of  the  Act  provides 
that  the  Secretary  may  not  approve 
the  State  administrative  program 
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unless  the  Governor  has  afforded  to 
the  general  public  of  the  State  a  rea¬ 
sonable  opportunity  for  the  presenta¬ 
tion  of  views  on  the  program.  The  Sec¬ 
retary  concluded  that  the  require¬ 
ments  in  the  proposed  regulations  for 
public  notice  and  a  public  meeting  are 
both  realistic  and  necessary  to  accom¬ 
plishing  the  statutory  purpose  of 
public  participation  in  the  planning 
process  and  the  requirement  has  been 
retained.  It  should  be  noted  that  the 
interim  regulations  for  the  designation 
of  State  Agencies  did  not  contain  this 
requirement.  With  respect  to  the  com¬ 
ment  that  the  State  Agency  should  be 
required  to  make  copies  of  the  State 
administrative  program  available  upon 
request  rather  than  only  making  it 
available  to  the  public  for  inspection 
and  copying  at  their  own  expense,  it  is 
the  Secretary’s  view  that  such  addi¬ 
tional  requirement,  with  the  attendant 
financial  expense  to  State  Agencies,  is 
not  necessary  in  order  to  comply  with 
the  statutory  requirement  that  the 
public  be  given  a  reasonable  opportu¬ 
nity  for  the  presentation  of  its  views. 
The  requested  change  has  therefore 
not  been  made. 

In  order  to  ensure  the  adequacy  of 
public  notices,  the  Secretary  has  re¬ 
tained  the  requirements  that  notices, 
at  a  minimum,  must  contain  the  time, 
place  and  purpose  of  the  meeting  and 
the  requirement  that  notice  be  given 
at  least  two  weeks  prior  to  the  meeting 
on  the  State  Program.  The  require¬ 
ments  as  to  the  method  for  making 
the  notice  public  and  the  prohibition 
on  publication  of  the  notice  in  certain 
sections  of  the  newspaper  have  been 
removed  from  the  final  regulation, 
since  the  Secretary  agrees  that  it  is 
unnecessary  to  dictate  the  exact 
manner  in  which  the  notice  to  the 
public  must  be  given. 

One  commenter  noted  that  where 
SHCCs  and  State  Agencies  are  respon¬ 
sible  for  notifying  the  public  concern¬ 
ing  their  activities  they  should  be  re¬ 
quired  to  notify  each  racial  and  na¬ 
tional  origin  minority  group  within 
the  State  in  the  language  used  by  the 
group.  The  same  commenter  suggested 
that  all  State  Agency  procedures  and 
criteria  as  well  as  the  State  health 
plan  and  other  documents  be  translat¬ 
ed,  printed,  and  copies  made  available 
to  those  racial/national  origin  minor¬ 
ity  groups. 

The  Secretary  has  declined  to  accept 
this  suggestion,  thereby  leaving  it  up  to 
the  State  Agencies  and  SHCCs  to  de¬ 
cide  the  best  methods  for  giving  public 
notice  to  the  population  of  the  State. 
The  Secretary  has  concluded  that  the 
States  are  in  the  best  position  to  select 
methods  to  provide  notification  and  in¬ 
formation  to  their  populations. 


§  123.104(b)(1) 

One  commenter  recommended  that 
this  section  be  modified  to  require 
that  the  State  administrative  program 
include  a  requirement  that  the  State 
Agency  promote  the  overall  goal  of  im¬ 
proving  health  status  and  emphasize 
the  priorities  of  prevention  and  health 
education.  The  requirements  for  an 
approvable  State  administrative  pro¬ 
gram  are  contained  in  section  1522(b) 
of  the  Act  and  the  Secretary  has  no 
authority  to  add  additional  require¬ 
ments  by  regulation.  Moreover,  it  is 
through  the  development  of  the  pre¬ 
liminary  State  health  plan  and  consid¬ 
eration  of  the  Statewide  health  needs 
as  well  as  in  the  implementation  of 
those  parts  of  the  final  State  health 
plan  which  relate  to  the  government 
of  the  State  that  the  concerns  ex¬ 
pressed  by  the  commenter  must  be  ad¬ 
dressed. 

Another  comment  on  this  provision 
maintained  that  State  Agency  func¬ 
tions  should  be  performed  by  a  citi¬ 
zen’s  commission  or  board  composed 
of  consumer  and  provider  representa¬ 
tives.  This  option  is  available  to  a  Gov¬ 
ernor  provided  that  such  a  commission 
is  an  agency  of  State  government 
whose  designation  is  in  conformance 
with  the  provisions  of  the  statute  and 
the  regulations. 

Another  commenter  requested  clari¬ 
fication  that  the  State  Agency  is 
solely  responsible  for  management  of 
the  State  administrative  program.  Pro¬ 
posed  §  123.104(a)  clearly  states  that 
the  State  administrative  program  is 
the  program  for  the  performance 
within  the  State  by  the  State  Agency 
of  the  functions  described  in  section 
1523  of  the  Act  and,  therefore,  the 
Secretary  has  rejected  the  comment. 

§  123.104(b)(2) 

Two  commenters  urged  deletion  of 
the  requirement  that  States  submit 
copies  of  applicable  State  laws,  regula¬ 
tions,  and  Executive  Orders  and  de¬ 
scriptions  of  State  organizational  sys¬ 
tems  as  supporting  evidence  of  the 
State  Agency’s  authority  to  carry  out 
its  functions.  The  Secretary  agrees 
that  submission  of  such  evidence  may 
involve  a  massive  volume  of  support¬ 
ing  documents  and  that  a  statement 
that  such  authority  exists,  provided  by 
the  Governor,  together  with  citations 
to  the  appropriate  authorities  will  ful¬ 
fill  the  statutory  requirements.  Sec¬ 
tion  123.104(b)(2)  has  been  revised  ac¬ 
cordingly.  This  provision  is  consistent 
with  the  language  in  the  interim  regu¬ 
lations,  but  with  the  additional  re¬ 
quirement  that  citations  of  authorities 
be  included. 

§  123.104(b)(3) 

Two  commenters  pointed  out  that 
the  requirement  for  a  complete  budget 
for  the  operation  of  the  State  Agency 


should  apply  only  to  the  Federal  por¬ 
tion  of  the  State  Agency’s  budget. 
These  comments  have  been  rejected. 
The  Secretary  must  know  the  total  op¬ 
erating  costs  of  the  State  Agency  (as 
well  as  any  agency  designated  to  per¬ 
form  functions  under  section 
1523(b)(1))  in  performing  its  functions 
under  its  designation  agreement  and 
in  administering  the  State  medical  fa¬ 
cilities  plan  to  enable  the  Secretary  to 
comply  with  the  requirement  under 
section  1525  of  the  Act  that  the  Feder¬ 
al  grant  under  that  section  not  exceed 
75  percent  of  the  total  operating  costs 
of  the  State  Agency,  as  determined 
under  regulations  of  the  Secretary. 
(See  §  123.204.) 

§  123.104(b)(4) 

One  commenter  objected  to  the  re¬ 
quirement  that  the  State  Agency  dem¬ 
onstrate  that  authority  exists  for  the 
SHCC  by  including  in  its  application 
copies  of  existing  or  proposed  State 
laws,  regulations,  or  Executive  Orders 
providing  such  authority.  The  Secre¬ 
tary  agrees  that  the  submission  of 
copies  of  the  actual  enabling  docu¬ 
ments  is  unnecessarily  burdensome 
and  that  the  requirement  of  section 
1522(b)(3)  that  the  State  administra¬ 
tive  program  provide  for  authority  for 
the  SHCC  could  be  met  by  submission 
of  a  statement  by  the  Governor  that 
such  authority  exists  together  with  ci¬ 
tations  of  the  appropriate  authorities. 
Section  123.104(b)(4)(ii)  has  been  re¬ 
vised  accordingly. 

One  commenter  cited  the  need  for  a 
definition  of  “adequate  consultation” 
with  the  SHCC.  Another  commenter 
suggested  clarification  as  follows: 
“provide  for  adequate  consultation 
with  the  SHCC  for  review  of  the  State 
Program.”  Under  section  1522(b)(3) 
the  State  administrative  program 
must  provide  for  adequate  consulta¬ 
tion  with  the  SHCC  on  all  the  func¬ 
tions  required  by  section  1523  of  the 
Act.  This  is  an  area  where  the  Secre¬ 
tary  thinks  States  can  best  develop 
flexible  arrangements  responsive  to 
their  own  needs  and,  therefore,  fur¬ 
ther  regulation  is  unnecessary.  Howev¬ 
er,  the  nature  and  scope  of  such  con¬ 
sultation  may  be  affected  by  the 
SHCC’s  organizational  structure  and 
relationships  to  the  Governor  and 
State  Agency.  Therefore,  the  require¬ 
ment  for  a  description  of  these  mat¬ 
ters,  contained  in  §  123.305  of  the  pro¬ 
posed  rulemaking,  has  been  included 
in  §  123.104(b)(4)  of  the  final  regula¬ 
tion.  If  the  Secretary  determines  after 
experience  and  consultation  with  the 
State  Agencies  and  SHCCs  that  the 
meaning  of  “adequate  consultation” 
requires  further  clarification,  the  issu¬ 
ance  of  guidelines  or  additional  regula¬ 
tions  will  be  considered. 

§  123.104(b)(5) 

Numerous  comments  were  received 
concerning  this  section  of  the  pro- 
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posed  regulations.  Several  commenters 
suggested  that  this  section  be  revised 
to  delete  the  requirements  that  the 
staff  be  “in  adequate  numbers”  and 
“at  adequate  compensation”  on  the 
grounds  that  the  Secretary  should  not 
interfere  in  the  internal  structure  of 
the  State  Agency  and  that  this  is 
better  left  to  each  Governor.  Under 
section  1521(b)(1)(B)  of  the  Act  the 
Secretary  may  not  designate  a  State 
Agency  unless  the  Secretary  has  satis¬ 
factory  assurance  that  the  agency  (in 
addition  to  other  requirements)  has 
the  resources  to  administer  the  State 
administrative  program  and  to  carry 
out  the  health  planning  and  develop¬ 
ment  functions  prescribed  by  section 
1523  of  the  Act.  In  the  Secretary’s 
view,  part  of  this  determination  must 
be  an  evaluation  that  the  staff  of  the 
proposed  agency,  whether  their  sala¬ 
ries  are  paid  for  out  of  Federal  or 
other  funds,  is  adequate  to  perform 
the  functions  in  a  responsible  manner. 
Therefore,  the  Secretary  has  decided 
to  retain  the  language  of  this  section 
as  proposed.  In  recognition  of  the  vari¬ 
ety  of  organizational  structures  and 
methods  of  management  which  States 
may  wish  to  use,  however,  the  Secre¬ 
tary  does  not  intend  to  prescribe  spe¬ 
cific  sizes  or  qualifications  for  State 
Agency  staff.  The  Secretary  intends 
instead  to  review  each  State  adminis¬ 
trative  program  to  determine  whether 
the  proposed  staffing  is  adequate  in 
terms  of  the  proposed  health  planning 
and  resources  development  efforts  of 
that  State.  This  review  will  be  con¬ 
ducted  in  consultation  with  appropri¬ 
ate  State  officials. 

Several  commenters  requested  clari¬ 
fication  of  the  requirement  that  the 
State  Agency  have  a  professional  staff 
for  planning  and  a  professional  staff 
for  development.  This  requirement 
comes  directly  from  the  statute  (sec¬ 
tion  1522(b)(4)(A)).  While  the  intent 
of  Congress  is  clear  that  there  be  to¬ 
tally  separate  staffs  for  planning  and 
development,  the  categorization  of  the 
Title  XV  functions  which  a  State 
Agency  must  perform  as  either  dis¬ 
crete  planning  or  development  activi¬ 
ties  is  a  difficult  distinction  to  make. 
The  Secretary  does  not  intend  to  man¬ 
date  which  section  1523  functions  are 
to  be  assigned  to  a  particular  staff 
within  the  State  Agency  but  by  way  of 
guidance  suggests  that  activities  which 
generally  are  considered  to  be  plan¬ 
ning  in  nature  include  the  develop¬ 
ment  of  the  preliminary  State  health 
plan  and  the  State  medical  facilities 
plan;  the  establishment  of  standards 
and  criteria  for  certificate  of  need  and 
project  reviews;  review  and  comment 
on  other  State  health  plans  and  regu¬ 
lations  for  consistency  with  the  activi¬ 
ties  of  the  State  Agency  and  the  State 
health  plan;  data  acquisition  and  anal¬ 
ysis;  the  provision  of  staff  support  and 
training  to  the  SHCC;  and  technical 


assistance  to  health  systems  agencies. 
Activities  which  are  considered  to  be 
developmental  in  nature  include  the 
preparation  of  Statewide  strategies  for 
plan  implementation  and  the  monitor¬ 
ing  of  these  efforts;  the  development 
of  agreements  with  other  State  agen¬ 
cies  and  private  consumer  and  provid¬ 
er  organizations  to  facilitate  plan  im¬ 
plementation;  and  research  on  service 
delivery.  While  not  a  Title  XV  func¬ 
tion,  the  administration  of  the  State 
medical  facilities  plan  for  the  develop¬ 
ment  of  facilities  within  the  State 
under  Title  XVI  of  the  Act  would  also 
be  considered  a  developmental  activ¬ 
ity.  It  should  be  emphasized  that  this 
is  not  intended  to  represent  a  compre¬ 
hensive  listing  or  categorization  of 
State  Agency  functions. 

One  commenter  recommended  that 
this  section  be  amended  to  require 
that  the  State  Agency  recruit  and  hire 
professional  and  nonprofessional  mi¬ 
nority  personnel  in  numbers  propor¬ 
tionate  to  the  minority  group’s  popu¬ 
lation  representation  in  the  State.  In 
all  Department  programs  providing 
Federal  financial  assistance,  the  re¬ 
cipient  of  such  assistance,  in  this  case 
State  Agencies,  must  comply  with  the 
provisions  of  Title  VI  of  the  Civil 
Rights  Act  of  1964  (§123.207  of  the 
final  regulations).  The  Secretary  be¬ 
lieves  this  provision  adequately  ad¬ 
dresses  the  commenter’s  concern. 

§  123.104(b)(6) 

Two  commenters  requested  clarifica¬ 
tion  as  to  whether  the  merit  system 
only  applies  to  persons  employed  by 
the  designated  State  Agency  carrying 
out  the  State  Program  or  whether  it 
also  applies  to  such  entities  as  an  inde¬ 
pendent  commission  (when  established 
as  an  agency  of  State  government)  to 
which  the  Governor  may  wish  to  dele¬ 
gate  certain  functions.  It  is  the  Secre¬ 
tary’s  view  that  all  staff,  whether  em¬ 
ployees  of  the  State  Agency  or  em¬ 
ployees  of  another  agency  of  the 
State,  performing  a  State  Agency 
function  under  section  1523  of  the  Act 
must  be  subject  to  merit  system  re¬ 
quirements  unless  exempted  from 
merit  system  coverage  by  45  CFR  Part 
70.  45  CFR  Part  70  requires  that  all 
personnel  engaged  in  the  administra¬ 
tion  of  Federally  aided  programs,  irre¬ 
spective  of  the  source  of  funds  for 
their  individual  salaries,  must  be  cov¬ 
ered  by  personnel  standards  estab¬ 
lished  on  a  merit  basis.  Exceptions 
may  be  made  for  certain  positions 
under  criteria  set  forth  in  45  CFR  Part 
70. 

The  U.S.  Civil  Service  Commission 
suggested  changes  to  ensure  consisten¬ 
cy  between  the  language  of  this  sec¬ 
tion  and  the  language  used  to  apply 
merit  system  requirements  in  other 
Federal  regulations.  This  included  re¬ 
vision  of  the  proposed  section  to 
permit  States  to  provide  citations  to 


the  appropriate  merit  system  refer¬ 
ences  in  the  State  administrative  pro¬ 
gram  rather  than  requiring  the  actual 
submission  of  copies  of  the  materials 
which  provide  the  appropriate  docu¬ 
mentation.  The  Department  has  re¬ 
vised  the  section  as  suggested  by  the 
Commission.  While  the  interim  regula¬ 
tions  deleted  the  requirement  for  sub¬ 
mission  of  copies  of  supporting  docu¬ 
mentation,  the  final  regulations  re¬ 
quire  States  to  provide  citations  to 
achieve  the  consistency  explained 
above. 

Another  commenter  expressed  con¬ 
cern  that  a  literal  interpretation  of 
this  section’s  language  could  extend 
its  application  to  anyone  with  a  degree 
of  responsibility  for  the  State  adminis¬ 
trative  program,  including  the  Gover¬ 
nor  or  members  of  the  State  legisla¬ 
ture.  With  regard  to  this  comment,  it 
is  noted  that  State  merit  systems  ex¬ 
clude  publicly  elected  officials. 

§  123.104(b)(7) 

One  commenter  recommended  the 
addition  of  the  phrase  “applicable 
State  law,  not  inconsistent  with  Feder¬ 
al  law”  to  the  language  already  in  the 
section  relating  to  the  requirement 
that  the  State  Agency  follow  proce¬ 
dures  and  criteria  meeting  the  require¬ 
ments  of  section  1532  of  the  Act.  As 
previously  indicated  with  respect  to 
the  scope  of  Part  123,  the  require¬ 
ments  of  this  Part  do  not  preclude  a 
State  from  performing  its  responsibil¬ 
ities  in  a  manner  appropriate  under  its 
State  law  not  inconsistent  with  Feder¬ 
al  statutes  and  regulations.  The  Secre¬ 
tary  does  not  think  it  necessary  to  in¬ 
clude  such  a  statement  in  the  regula¬ 
tions. 

§  123.104(b)(8) 

Section  123.104(b)(8)  provides  that 
the  State  administrative  program 
must  require  the  State  Agency  to  con¬ 
duct  its  business  meetings  in  public. 
The  proposed  regulations  merely  re¬ 
peated  the  statutory  language  and  did 
not  define  the  term  “business  meet¬ 
ings.”  Public  comment  on  the  pro¬ 
posed  regulations  and  the  depart¬ 
ment’s  operational  experience  have  in¬ 
dicated  the  need  for  further  definition 
of  this  statutory  term.  Accordingly, 
§  123.104(b)(8)  has  been  revised  to  pro¬ 
vide  that  a  “business  meeting”  means 
in  the  case  of  a  State  Agency  headed 
by  a  collegial  body,  any  meeting  of  the 
body  heading  the  State  Agency  to 
carry  out  its  responsibilities  and  func¬ 
tions  under  the  Act.  With  respect  to 
State  Agencies  under  the  direction  of 
a  single  individual  with  the  assistance 
of  staff,  the  term  “business  meeting” 
is  limited  by  these  regulations  to  meet¬ 
ings  between  the  State  Agency  direc¬ 
tor  and  outside  parties  in  the  course  of 
a  State  Agency  review.  Frequent  and 
informal  meetings  between  such  State 
Agency  head  and  personnel  under  his 
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or  her  direction  for  the  purpose  of  as¬ 
sisting  in  carrying  out  the  director’s 
duties  are  not  “business  meetings” 
within  the  scope  of  this  regulation.  To 
broaden  the  scope  of  “business  meet¬ 
ings”  to  include  meetings  of  the  latter 
type  would,  in  the  Department’s  view, 
seriously  and  unnecessarily  hamper 
the  efficient  operation  of  the  State 
Agency.  It  is  the  Department’s  view 
that  the  provision  of  the  regulation 
discussed  above,  coupled  with  the  pub¬ 
lic’s  opportunity  to  observe  and  par¬ 
ticipate  in  State  Agency  reviews 
through  the  procedures  provided  for 
in  section  1532  of  the  Act,  amply  meet 
the  Congressional  purpose  of  assuring 
that  the  business  of  the  agency  will  be 
conducted  in  public. 

§  123.104(b)(9) 

A  number  of  comments  were  re¬ 
ceived  regarding  the  requirement  in 
the  regulations  that  the  State  Agency 
adopt  a  policy  for  making  its  records 
and  data  available  to  the  general 
public.  The  main  thrust  of  those  com¬ 
ments  was  that  care  should  be  taken 
to  avoid  placing  an  unreasonable 
burden  on  agencies  in  making  records 
available  for  copying.  The  issues 
raised  by  these  comments  are  dealt 
with  in  the  discussion  of  §  123.109, 
“Access  of  the  public  to  State  Agency 
records  and  data.”  Another  com- 
menter  suggested  that  the  word  “ag¬ 
gregate”  be  inserted  before  the  word 
“data”  to  ensure  protection  of  the  con¬ 
fidentiality  of  the  data  made  available 
to  the  public.  Section  1522(b)(7)  of  the 
Act  provides  that  the  State  adminis¬ 
trative  program  must  require  that  the 
State  Agency  make  its  records  and 
data  available  upon  request.  The 
issues  relating  to  the  public’s  right 
and  need  to  know  as  opposed  to  select¬ 
ed  protection  of  data  were  debated  by 
the  Congress  in  its  consideration  of 
Pub.  L.  93-641.  While  the  House  bill 
included  a  provision  which  would  have 
allowed  the  Secretary,  by  regulation, 
to  establish  certain  classes  of  informa¬ 
tion  that  could  be  held  confidential, 
the  Congress  concluded  that  this  au¬ 
thority  should  not  be  given  the  Secre¬ 
tary  (H.R.  Rep.  No  93-1640,  68  (1974)). 
The  apparent  basis  for  this  decision 
was  that  to  ensure  an  open  planning 
process  the  public  should  have  access 
to  the  same  information  and  records 
as  are  available  to  the  health  planning 
agencies  in  making  policy  and  program 
decisions.  In  light  of  this  explicit  legis¬ 
lative  history  and  the  language  of  the 
statute,  the  Secretary  has  concluded 
that  the  suggestion  must  be  rejected. 
It  might  be  noted,  however,  that  noth¬ 
ing  in  the  Act  or  regulations  requires 
agencies  to  obtain  information  beyond 
that  necessary  for  the  performance  of 
their  functions.  Thus,  to  the  extent 
that  data  identifiable  to  individuals  or 
particular  institutions  is  not  neces¬ 
sary,  agencies  need  not  collect  it. 


One  comment  suggested  that  the 
regulations  contain  a  provision  for 
sanctions  if  the  State  Agency  fails  to 
implement  a  policy  for  making  its  data 
available.  Additional  language  to  this 
effect  is  not  considered  necessary  by 
the  Secretary.  Where  a  State  Agency 
does  not  comply  with  or  effectively 
carry  out  the  provisions  of  its  designa¬ 
tion  agreement,  such  as  implementing 
a  policy  for  making  data  available, 
§  123.108  provides  that  the  Secretary 
may  terminate  the  designation  agree¬ 
ment  with  that  State’s  Governor. 

§  123.104(b)(l0) 

One  commenter  stated  that  the  re¬ 
quirement  contained  in  §  123.104 
(b)(10)  that  the  State  Agency  enter 
into  a  written  agreement  with  each 
agency  or  organization  in  the  State 
which  has  an  agreement  with  the  Sec¬ 
retary  to  participate  in  the  Cooperat¬ 
ive  Health  Statistics  System  (herein¬ 
after  “CHSS”)  under  section  306(e)  as¬ 
sumes  significantly  wider  implementa¬ 
tion  of  section  306(e)  of  the  Public 
Health  Service  Act  than  is  the  case. 
The  commenter  was  concerned  that 
States  which  do  not  have  such  agree¬ 
ments  or  who  have  agreements  which 
cover  only  one  or  two  subject  areas 
(for  example,  vital  statistics,  manpow¬ 
er  facilities)  would  not  have  available 
to  it  the  data  needed  for  health  plan¬ 
ning.  The  commenter  requested  that 
States  be  afforded  greater  discretion 
in  implementing  their  responsibility 
for  data  coordination.  The  Secretary  is 
aware  that  the  number  of  operational 
components  of  the  CHSS  varies  among 
States.  However,  under  the  require¬ 
ment  of  §  123.104(b)(10)  State  Agen¬ 
cies  must  enter  into  agreements  with 
those  agencies  for  which  a  component 
is  presently  established  and  additional 
agreements  must  be  made  as  the  re¬ 
maining  components  become  part  of 
the  CHSS  under  section  306(e)  agree¬ 
ments  with  the  Secretary.  For  those 
agencies  for  which  agreements  do  not 
yet  exist  and  for  those  subject  areas 
for  which  there  are  not  CHSS  compo¬ 
nents,  States  may  adopt  a  wide  range 
of  approaches  to  acquire  the  data  nec¬ 
essary  for  the  performance  of  their  ac¬ 
tivities.  It  is  expected  that  the  State 
Agency  will  make  such  data  available 
to  health  systems  agencies  on  a  timely 
basis. 

One  commenter  suggested  that  the 
State  Agency  application  contain  the 
name  of  each  agency  or  organization 
in  the  State  which  has  entered  into  a 
section  306(e)  agreement  with  the  Sec¬ 
retary.  The  regulations  require  that 
the  State  Agency  application  describe 
the  relationships  between  the  State 
Agency  and  other  agencies  of  State 
government  responsible  for  health 
programs,  which  should  include  those 
agencies  of  State  government  involved 
in  CHSS  as  well  as  other  key  sources 
of  information.  The  suggested  change 


is  therefore  unnecessary  and  has  not 
been  made. 

One  commenter  noted  that  the  re¬ 
quirement  for  making  data  available 
to  health  systems  agencies  will  neces¬ 
sitate  the  allocation  of  additional 
funds  to  the  National  Center  for 
Health  Statistics  to  enable  it  to  con¬ 
tract  with  the  State  for  CHSS  data 
components  not  presently  funded. 
While  the  Department  is  accelerating 
its  investment  in  the  CHSS  and  in¬ 
creasing  the  amount  of  technical  assis¬ 
tance  in  the  areas  of  data  analysis  and 
use  to  improve  the  utilization  of  exist¬ 
ing  systems  for  data  collection  and 
survey  data,  the  Secretary  recognizes 
that  some  planning  data  will  not  be 
available  to  State  Agencies,  and  conse¬ 
quently  to  health  systems  agencies, 
for  some  time.  Further  guidance  in  de¬ 
vising  improved  methods  for  tapping 
existing  data  systems  and  developing 
multipurpose  sources  for  information, 
in  concert  with  other  users,  will  be 
provided  in  guidelines  and  technical 
assistance  material. 

§  1 23. 1 04(b)(  1 1 ) 

A  large  number  of  comments  were 
received  concerning  the  provisions 
contained  in  this  section.  Many  com- 
menters  recommended  that  a  guaran¬ 
tee  of  confidentiality  should  be  re¬ 
quired  concerning  patient  and  hospital 
records.  As  discussed  above  with  re¬ 
spect  to  §  123.104(b)(9),  further  adop¬ 
tion  of  confidentiality  restraints  by 
the  Secretary  would  be  unauthorized. 

One  commenter  wanted  to  know 
how  the  provisions  of  this  section 
relate  to  the  Privacy  Act  regulations. 
Since  the  Privacy  Act  covers  only  Fed¬ 
eral  agencies  and  contractors  which 
operate  records  systems  on  behalf  of 
Federal  agencies  to  accomplish  a  Fed¬ 
eral  function,  the  Privacy  Act  and  its 
implementing  regulations  are  not  rel¬ 
evant  to  State  functions  under  Pub.  L. 
93-641. 

Further  reactions  to  this  section  fall 
into  two  general  categories:  concern 
about  the  open-endedness  of  the  state¬ 
ment  that  the  State  administrative 
program  must  require  providers  to 
make  such  reports  as  the  Secretary 
may  from  time  to  time  require;  and 
concern  over  the  absence  of  any  penal¬ 
ties  for  failure  to  provide  such  reports. 
State  Agencies  were  especially  con¬ 
cerned  about  being  held  accountable 
for  requiring  such  reports  without 
having  any  way  to  enforce  the  require¬ 
ments. 

The  Secretary  recognizes  and  appre¬ 
ciates  the  concerns  expressed  about 
the  open-endedness  issue.  Accordingly, 
the  phrase  “or  as  the  Secretary  may 
from  time  to  time  prescribe”  has  been 
omitted  in  the  final  regulations.  The 
Secretary  does  not  intend  at  this  time 
to  mandate  or  specify  further  the 
manner  in  which  this  function  is  to  be 
performed.  It  is  recognized  that  this  is 
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an  area  where  States  should  be  afford¬ 
ed  some  latitude  in  identifying  their 
data  requirements  and  in  developing 
the  system  necessary  for  collection  of 
data.  With  respect  to  penalties,  while 
neither  the  statute  nor  the  regulations 
require  the  imposition  of  specific  pen¬ 
alties  for  failure  of  providers  to  pro¬ 
vide  reports  required  by  the  State 
Agency,  it  should  be  noted  that  the 
State  administrative  program  must  ef¬ 
fectively  provide  for  the  requiring  of 
reports,  and  States  are  certainly  not 
precluded  from  imposing  penalties 
upon  providers  as  one  means  of  effec¬ 
tively  requiring  reports. 

Commenters  also  suggested  that  the 
State  Agency  be  required  to  justify  re¬ 
questing  such  data  from  providers  and 
indicate  the  relevance  of  the  reports 
and  data  requested.  Requirements  of 
this  type  could  be  imposed  on  the 
State  Agencies  by  individual  States  if 
they  so  desire.  The  Secretary  has  de¬ 
termined  that  in  the  absence  of  any 
substantial  evidence  that  regulation  is 
needed,  no  Federal  requirements  will 
be  added  at  this  time.  However,  it  is 
the  intention  of  the  Department, 
through  the  publication  of  guidelines 
on  data  acquisition,  to  encourage  State 
Agencies  to  use  to  the  extent  feasible 
data  already  being  collected  by  exist¬ 
ing  sources. 

Clarification  was  requested  regard¬ 
ing  which  party.  State  Agency,  health 
systems  agency,  or  provider,  is  to  bear 
the  financial  responsibility  for  data  ac¬ 
quisition  and  maintenance.  The  stat¬ 
ute  is  silent  on  this  matter,  and  in  gen¬ 
eral  the  Secretary  would  encourage 
States  to  work  out  cost  sharing  ar¬ 
rangements  which  are  equitable  to  all 
involved  parties  and  take  into  account 
varying  local  circumstances.  In  the 
Secretary’s  view  it  is  reasonable  to 
expect  that  the  costs  associated  with 
the  acquisition  of  data  by  the  State 
Agency  on  behalf  of  both  the  State 
Agency  and  health  systems  agencies 
should  be  shared  in  a  fair  manner  by 
all  of  the  involved  planning  agencies. 
However,  health  systems  agencies 
should  not  be  expected  to  bear  the 
burden  of  paying  for  data  which  are 
already  needed  to  meet  other  State  re¬ 
sponsibilities  and  are  not  acquired 
solely  for  health  planning  activities, 
such  as  licensure  and  renewal  informa¬ 
tion.  Planning  agencies  may  need  se¬ 
lected  data  from  State  or  other  admin¬ 
istrative  data  systems,  and  additional 
costs  associated  with  producing  the 
data  in  a  form  useful  for  planning  pur¬ 
poses  would  be  considered  allowable 
costs  for  health  systems  agencies  and 
State  Agencies  to  share. 

With  regard  to  the  costs  incurred  by 
providers  in  making  reports  to  State 
Agencies,  agencies  may  want  to  consid¬ 
er  reimbursement  for  extra  costs  asso¬ 
ciated  with  special  requests  for  data  or 
studies  which  are  not  routinely  or  pe¬ 
riodically  stored,  compiled  or  reported 


by  providers.  For  example,  if  an 
agency  requested  that  data  routinely 
collected  by  a  provider  be  aggregated 
or  crosstabulated  in  a  different 
manner,  the  agency  might  want  to 
consider  sharing  or  completely  sup¬ 
porting  the  costs  associated  with  the 
request. 

Several  commenters  requested  clari¬ 
fication  as  to  the  scope  of  the  require¬ 
ment  in  §  123.104(b)(ll)  that  the  State 
administrative  program  must  require 
“providers  of  health  care  doing  busi¬ 
ness  in  the  State”  to  make  reports  to 
the  State  Agency,  and  were  of  the 
opinion  that  this  provision  should 
apply  only  to  health  care  facilities  and 
health  maintenance  organizations  and 
not  to  indirect  providers.  While  sec¬ 
tion  1531(3)  of  the  Act  contains  a  defi¬ 
nition  of  the  term  “provider  of  health 
care,”  this  definition  relates  only  to  in¬ 
dividuals  while  the  thrust  of  State 
Agency  activities  under  section  1523 
relates  to  institutional  providers.  To 
utilize  the  satutory  definition  then 
would  in  the  Secretary’s  view  not  only 
be  anomolous  but  would  fail  to  further 
the  obvious  Congressional  intent  in 
having  State  Agencies  gather  data 
necessary  to  their  health  planning  de¬ 
cisions.  At  the  same  time,  however, 
the  Secretary  does  not  want  to  unduly 
constrain  State  Agencies  in  obtaining 
data  needed  for  the  performance  of  its 
functions  under  title  XV.  Accordingly, 
the  final  regulations  require  pertinent 
reports  from,  at  a  minimum,  health 
care  facilities  and  health  maintenance 
organizations.  In  order  to  maintain 
consistency  between  this  reporting  re¬ 
quirement  and  the  section  1523  func¬ 
tions  being  performed  by  the  State 
Agency,  the  definition  of  “health  care 
facility”  and  “health  maintenance  or¬ 
ganization”  is  that  utilized  for  certifi¬ 
cate  of  need  and  review  of  new  institu¬ 
tional  health  services  (42  CFR  Part 
123  Subpart  E).  While  the  Secretary 
does  not  intend  by  regulation  to  speci¬ 
fy  further  what  is  to  be  reported  and 
at  what  intervals,  the  following  infor¬ 
mation,  provided  by  way  of  guidance, 
should  be  considered  by  States  as  ap¬ 
propriate:  The  type  of  control  or  own¬ 
ership  and  size  of  the  institution  (e.g., 
beds  by  the  several  modes  of  count¬ 
ing):  the  type  and  capacity  of  services 
provided  by  the  institution;  the  geo¬ 
graphic  location  of  the  institution;  the 
geographical  origins  of  the  patients; 
the  number  of  patient  days  (e.g.,  total 
and  by  service  for  selected  diagnostic 
groups  and  selected  surgical  oper¬ 
ations  and  procedures);  the  number 
and  type  of  patient  admissions/dis¬ 
charges  (e.g.,  total  and  by  service  for 
selected  diagnostic  groups  and  selected 
surgical  operations  and  procedures); 
the  number  and  type  of  outpatient 
visits;  the  operation  of  post  graduate 
physician  training  programs,  including 
fellowships  and  residencies;  the  costs 
of  and  charges  for  services  offered;  the 


expenditures,  liabilities  and  revenues 
incurred  by  the  institution  in  the  ag¬ 
gregate  and  by  cost  centers. 

§  1 23. 1 04(b)(  1 2  ) 

Several  commenters  requested  delin¬ 
eation  of  the  requirement  concerning 
evaluation  of  “economic  effectiveness” 
on  the  ground  that  this  kind  of  evalu¬ 
ation  is  very  difficult.  Two  other  com¬ 
menters  requested  a  definition  of  the 
term  “economic  effectiveness”  and  one 
recommended  development  of  guide¬ 
lines  for  assessing  “economic  effective¬ 
ness.”  It  is  noted  that  this  section  re¬ 
peats  the  statutory  requirement  (sec¬ 
tion  1522(b)(8))  that  a  State  adminis¬ 
trative  program  provide  for  an  evalua¬ 
tion  by  the  State  Agency  of  the  per¬ 
formance  of  its  functions  and  of  their 
economic  effectiveness.  This  evalua¬ 
tion  will  require  each  State  Agency  to 
assess  the  effectiveness  of  the  func¬ 
tions  it  performs,  such  as  certificate  of 
need,  review  of  new  institutional 
health  services,  and  the  review  of  all 
institutional  health  services  being  of¬ 
fered  in  the  State  respecting  their  ap¬ 
propriateness.  While  the  Secretary  is 
aware  that  there  will  be  considerable 
varience  in  the  expertise  and  capabili¬ 
ty  of  States  to  perform  this  evaluation 
during  conditional  designation,  States 
must  begin  to  establish  their  method¬ 
ology  for  this  activity  and  begin  to  col¬ 
lect  appropriate  data,  in  terms  of 
supply,  utilization,  and  cost  data,  nec¬ 
essary  to  fulfill  this  responsibility. 
The  initiation  of  such  activities  should 
eventually  assist  the  State  Agency  in 
evaluating  the  performance  of  its 
functions  in  terms  of  restraining  in¬ 
creases  in  the  costs  of  health  care. 
With  regard  to  the  comment  that  the 
Secretary  develop  guidelines  for  the 
performance  of  this  evaluation,  the 
Secretary  intends  to  compile  the  var¬ 
ious  models  adopted  by  States,  as  de¬ 
scribed  in  their  State  administrative 
programs,  as  a  way  of  identifying  the 
various  approaches  used  by  States  to 
assess  their  economic  effectiveness. 

§  123.104(b)(l7) 

Numerous  comments  expressed  con¬ 
cern  about  the  requirement  that  the 
State  administrative  program  must 
provide  for  an  appeal,  consistent  with 
State  law  governing  the  practices  and 
procedures  of  administrative  agencies, 
to  an  agency  of  State  government 
(other  than  the  State  Agency)  of  cer¬ 
tain  State  Agency  decisions.  The 
appeal  mechanism  would  be  available 
where  the  health  systems  agency  re¬ 
quests  a  review  of  a  State  Agency  deci¬ 
sion  concerning  the  State  medical  fa¬ 
cilities  plan,  section  1122,  certificate  of 
need,  review  of  new  institutional 
health  services,  periodic  review  for  ap¬ 
propriateness,  or  title  XVI  of  the  Act 
which  is  inconsistent  with  the  health 
systems  agency  recommendation  made 
under  section  1513  (f),  (g),  or  (h)  of 
the  Act. 
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Several  commenters  noted  that 
there  may  be  a  conflict  between  the 
requirement  that  an  appeal  mecha¬ 
nism  be  ‘‘consistent  with  State  law 
governing  practices  and  procedures  of 
administrative  agencies”  and  the  re¬ 
quirement  that  the  review  be  conduct¬ 
ed  ‘‘by  an  agency  of  the  State  (other 
than  the  State  health  planning  and 
development  agency).”  Other  com¬ 
menters  requested  that  the  latter  re¬ 
quirement  be  deleted  altogether.  The 
requirement  that  the  appeal  agency 
must  be  an  agency  of  the  State  other 
than  the  State  health  planning  and 
development  agency  is  statutory  (sec¬ 
tion  1522(b)(13)  of  the  Act)  and 
cannot  be  deleted  by  regulation.  A 
mechanism  for  review  which  provides 
an  appeal  to  the  State  Agency  will  not 
meet  the  statutory  requirements  even 
though  the  procedures  may  be  consis¬ 
tent  with  State  law  governing  the 
practices  and  procedures  of  adminis¬ 
trative  agencies. 

It  is  noted,  however,  that  if  a  section 
1523  function  is  performed  by  another 
agency  of  State  government  pursuant 
to  section  1523(b)(1)  of  the  Act,  the 
appeal  agency  would  have  to  be  an 
agency  other  than  the  agency  per¬ 
forming  the  section  1523  function.  In 
these  situations  the  State  Agency 
itself,  however,  could  be  designated  to 
serve  as  the  appeal  agency  with  re¬ 
spect  to  the  function  which  is  being 
performed  by  another  agency  of  State 
government. 

One  commenter  requested  confirma¬ 
tion  that  State  courts  could  serve  as 
the  appeal  agency  when  State  law  pro¬ 
vides  this  role  for  the  courts.  It  is  the 
opinion  of  the  Secretary  that  State 
courts  may  serve  in  this  role  when 
such  a  designation  has  been  made  by 
the  Governor  and  is  consistent  with 
State  law  governing  the  practices  and 
procedures  of  administrative  agencies. 

One  commenter  requested  clarifica¬ 
tion  as  to  whether  the  SHCC  may 
serve  as  the  appeal  body  for  certificate 
of  need  decisions.  The  designation  of 
the  SHCC  as  the  appeal  body  for  certi¬ 
ficate  of  need  as  well  as  for  the  other 
decisions  for  which  an  appeal  is  pro¬ 
vided  under  section  1522(b)(13)  of  the 
Act  is  considered  unacceptable  by  the 
Secretary  as  it  would  be  inconsistent 
with  the  SHCC’s  role  of  advising  the 
State  Agency  on  the  performance  of 
its  functions.  The  regulations  have 
been  revised  to  include  this  prohibi¬ 
tion. 

Several  comments  were  received 
which  requested  that  this  section  be 
broadened  to  allow  a  health  systems 
agency  to  appeal  any  inconsistency  be¬ 
tween  its  recommendations  and  State 
Agency  decisions,  while  another  com¬ 
menter  suggested  that  providers  as 
well  as  health  systems  agencies  be  af¬ 
forded  the  right  to  appeal  a  decision 
of  the  State  Agency  which  is  inconsis¬ 
tent  with  a  health  systems  agency  rec¬ 


ommendation.  The  Secretary  has  not 
accepted  either  of  these  suggestions 
since  the  Secretary  has  no  authority 
to  add  additional  provisions  by  regula¬ 
tion  to  the  statutory  requirements  for 
an  approvable  State  administrative 
program.  It  should  be  noted,  however, 
that  an  opportunity  for  providers  to 
appeal  adverse  State  Agency  decisions 
on  certificate  of  need  or  review  or  new 
institutional  health  services  is  pro¬ 
vided  in  §  123.407(a)(10). 

Another  commenter  recommended 
that  this  section  be  revised  to  exclude 
from  membership  on  the  appeal  body 
any  individual  currently  serving  with  a 
health  systems  agency  or  State 
Agency  to  avoid  a  conflict  of  interest. 
The  statute  requires  only  that  the 
appeal  agency  be  an  agency  of  State 
government  other  than  the  State 
Agency  and  that  the  appeal  mecha¬ 
nism  be  consistent  with  State  Law  gov¬ 
erning  the  practices  and  procedures  of 
administrative  agencies.  To  the  extent 
that  a  specific  State’s  law  deals  with 
the  issue  of  conflict  of  interest  such 
practices  would  be  followed  with  re¬ 
spect  to  appeals  from  State  Agency  de¬ 
cisions.  However,  the  Secretary  has  no 
authority  to  require  that  any  addition¬ 
al  procedures  for  such  appeal  mecha¬ 
nism  be  part  of  the  required  State  ad¬ 
ministrative  program.  The  suggestion, 
therefore,  cannot  be  accepted. 

Although  not  directed  at  the  appeal 
mechanism  itself,  one  commenter  rec¬ 
ommended  that  the  State  Agency  be 
permitted  to  overrule  a  health  systems 
agency  recommendation  only  if  it  has 
been  demonstrated  that  the  health 
systems  agency  has  acted  arbitrarily, 
capriciously,  and  without  any  substan¬ 
tial  evidence  in  making  its  recommen¬ 
dation.  While  the  Secretary  has  no  au¬ 
thority  to  restructure  by  regulation 
the  statutorily  assigned  roles  and  re¬ 
sponsibilities  of  the  health  systems 
agencies  and  State  Agency  in  the 
manner  suggested  by  the  commenter, 
it  is  noted  that  42  CFR  part  123,  sub¬ 
part  E,  of  the  regulations  governing 
review  procedures  and  criteria  pre¬ 
scribed  under  section  1532  of  the  Act, 
requires  that  the  State  Agency  give 
consideration  to  the  recommendations 
of  the  health  systems  agencies.  For  ex¬ 
ample,  one  of  the  criteria  the  State 
Agency  must  address  is  the  relation¬ 
ship  of  the  project  to  the  health  sys¬ 
tems  plan  of  the  health  service  area. 
When  a  State  Agency  makes  a  decision 
not  in  accord  with  the  health  systems 
plan,  it  must  give  a  detailed  written 
statement  of  the  reason  for  its  deci¬ 
sion  to  the  health  systems  agency. 

§  123.105  CONDITIONAL  DESIGNATION 
AGREEMENTS 

Numerous  comments  were  received 
regarding  the  responsibility  of  a  condi¬ 
tionally  designated  State  Agency  for 
the  performance  of  statutorily  man¬ 
dated  review  functions.  Under 


§  123.105(b),  a  conditionally  designated 
State  Agency  is  required  to  perform 
such  section  1523  health  planning  and 
development  functions  as  the  Secre¬ 
tary  determines  it  capable  of  perform¬ 
ing,  but  must  perform  the  functions 
related  to  conducting  the  health  plan¬ 
ning  activities  of  the  State,  preparing 
the  preliminary  State  health  plan,  re¬ 
viewing  the  need  for  new  institutional 
health  services,  and,  immediately 
upon  the  establishment  of  the  SHCC, 
assist  it  in  the  review  of  the  State 
medical  facilities  plan  and  in  the  per¬ 
formance  of  its  functions  generally. 
One  commenter  recommended  that  a 
conditionally  designated  State  Agency 
be  prohibited  from  reviewing  the  ap¬ 
propriateness  of  existing  health  ser¬ 
vices.  The  Secretary  sees  no  reason  to 
impose  such  a  restriction  on  the  State 
Agencies.  While  the  review  of  the  ap¬ 
propriateness  of  existing  health  ser¬ 
vices  is  not  one  of  the  minimum  func¬ 
tions  required  of  a  conditionally  desig¬ 
nated  State  Agency,  a  State  Agency  is 
not  precluded  from  performing  such  a 
review  if  in  the  judgment  of  the  Secre¬ 
tary  it  is  capable  of  performing  this 
added  function. 

The  Secretary  has  carefully  consid¬ 
ered  suggestions  concerning  which 
functions  should  be  performed  by  con¬ 
ditionally  designated  agencies  and  at 
what  time,  and  has  concluded  that  re¬ 
quiring  performance  of  the  minimum 
cluster  of  functions  included  in  the 
proposed  regulations  is  necessary  in 
order  to  ensure  that  agencies  concen¬ 
trate  their  initial  efforts  on  plan  devel¬ 
opment.  The  Secretary  recognizes  that 
it  may  seem  somewhat  inconsistent 
with  this  approach  to  require  that  the 
State  Agency  undertake  its  responsi¬ 
bilities  regarding  new  institutional 
health  services,  perhaps  before  a  State 
health  plan  has  been  developed.  How¬ 
ever,  as  noted  in  the  legislative  history 
of  the  statutory  provision  requiring 
these  reviews  (H.R.  Report  No.  93- 
1382,  September  26,  1974,  p.  79),  it  was 
the  Congress’  intent  that,  in  order  “to 
emphasize  that  the  review  of  new  in¬ 
stitutional  health  services  is  not 
simply  a  regulatory  activity  but  also  a 
planning  activity,”  the  States  should 
undertake  these  reviews  as  soon  as 
possible,  not  just  when  certificate  of 
need  or  section  1122  reviews  are  under¬ 
way.  For  these  reasons  the  final  regu¬ 
lations,  like  the  proposed  rules,  re¬ 
quire  the  State  Agency  to  perform  the 
review  of  new  institutional  health  ser¬ 
vices  during  the  period  of  conditional 
designation.  It  is  noted  that  the  inter¬ 
im  regulations  did  not  require  perfor¬ 
mance  of  this  function  during  condi¬ 
tional  designation  as  it  was  considered 
inappropriate  by  the  Secretary  to  do 
so  until  the  final  regulations  on  mini¬ 
mum  requirements  concerning  the 
review  of  new  institutional  health  ser¬ 
vices,  including  those  for  certificate  of 
need,  had  been  published.  These  regu- 
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lations  were  published  on  January  21, 
1977,  in  the  Federal  Register  (42  FR 
4028-4032).  The  exact  nature  of  this 
function  and  the  procedures  and  crite¬ 
ria  to  be  employed  in  its  performance 
are  addressed  in  those  regulations. 
However,  the  secretary  wishes  to  point 
out  that  the  performance  of  this  func¬ 
tion  will  not  necessarily  require  States 
to  seek  new  statutory  authority  since 
this  function  is  essentially  a  planning 
function  and  does  not  require  any 
sanction  where  there  is  a  finding  that 
a  proposed  new  institutional  health 
service  is  not  needed. 

One  commenter  suggested  that  the 
requirement  that  the  State  Agency 
assist  the  SHCC  not  be  applicable 
until  the  SHCC  is  formed.  The  Secre¬ 
tary  notes  that  §  123.105(b)  already  re¬ 
quires  that  such  function  is  to  be  per¬ 
formed  upon  the  establishment  of  the 
SHCC,  and  hence  no  revision  to  the 
regulation  is  necessary. 

Two  commenters  requested  that  this 
section  be  amended  to  require  the  Sec¬ 
retary  to  consult  with  the  Governor  of 
the  State  before  reaching  a  final  deci¬ 
sion  as  to  additional  functions  which 
the  Secretary  determines  the  State 
Agency  capable  of  performing.  In  de¬ 
termining  whether  a  State  Agency  is 
capable  of  performing  additional  func¬ 
tions  the  Secretary  intends  to  confer 
with  the  Governor  or  his  or  her  desig¬ 
nee.  By  and  large,  the  timing  of  the 
progressive  assumption  of  functions  by 
the  State  Agency  will  be  determined  in 
the  designation  agreement  which  is 
itself  negotiated  between  the  Gover¬ 
nor  and  the  Secretary.  There  does  not 
appear,  therefore,  to  be  any  real  need 
for  the  amendment  suggested  by  the 
commenter,  and  the  suggestion  has 
not  been  accepted. 

One  commenter  expressed  concern 
that  the  requirement  in  the  proposed 
regulations  that  the  conditional  desig¬ 
nation  period  not  exceed  twenty-four 
months  may  not  provide  sufficient 
time  for  the  State  Agency  to  under¬ 
take  all  the  functions  necessary  for 
full  designation,  especially  in  those  in¬ 
stances  when  the  State  must  seek 
State  enabling  legislation.  Section  6  of 
Pub.  L.  95-215  (The  Health  Profes¬ 
sions  Education  Amendments  of  1977) 
changes  section  1521(b)(2)(B)  of  the 
Act  to  the  effect  that  the  total  period 
of  conditional  designation  for  a  State 
Agency  may  not  exceed  thirty-six 
months.  The  Secretary  believes  this 
extension  addresses  the  concern  of  the 
commenter. 

Finally,  a  decision  not  to  renew  a 
State’s  designation  agreement  may  not 
be  made  until  late  in  the  term  of  the 
current  designation  agreement.  In 
order  to  allow  an  orderly  phase  out  of 
the  Agency’s  activities,  a  provision  has 
been  added  to  §  125.105(a)  to  allow  the 
Secretary  to  extend  the  term  of  a  con¬ 
ditional  Designation  Agreement  for 
that  purpose.  Even  with  this  exten¬ 


sion,  however,  the  period  of  condition¬ 
al  designation  cannot  exceed  thirty-six 
months. 

§  123.106  FULL  DESIGNATION  AGREEMENT 
§  123.106(b)(1) 

Numerous  comments  requested  clari¬ 
fication  of  the  term  “implement”  as 
used  in  the  requirement  that  the  State 
Agency  implement  those  parts  of  the 
State  health  plan  and  the  plans  of  the 
health  systems  agencies  which  relate 
to  the  government  of  the  State.  The 
policy  and  program  analyses  conduct¬ 
ed  by  the  State  Agency  in  the  develop¬ 
ment  of  the  preliminary  State  health 
plan  and  in  its  evaluation  of  the  plans 
of  the  health  systems  agencies  located 
in  the  State  will  identify  State  and 
area  health  status  and  health  systems 
goals  and  the  resource  allocation  nec¬ 
essary  to  achieve  these  objectives.  Ac¬ 
cordingly,  the  State  Agency  should 
use  the  analyses  to  determine  actions 
required  to  implement  those  parts  of 
the  State  health  plan  and  the  plans  of 
the  health  systems  agencies  which 
relate  to  the  government  of  the  State. 
Such  actions  may  include  the  develop¬ 
ment  of  recommendations  for  new 
State  legislation  and  the  identification 
of  needed  improvements  in  the  State 
health  system  which  require  changes 
in  State  regulations. 

One  commenter  suggested  that  this 
section  be  amended  to  reflect  that  the 
State  Agency  is  responsible  for  imple¬ 
menting  the  State  health  plan  rather 
than  systems  plans  since  the  imple¬ 
mentation  of  a  health  systems  plan 
would  create  for  State  Agencies  a  role 
reserved  for  the  health  systems 
agency  rather  than  the  partnership 
role  envisioned  by  the  statute.  In  con¬ 
ducting  the  health  planning  activities 
of  the  State,  the  State  Agency  is  re¬ 
quired  by  section  1523(a)(1)  of  the  Act 
to  implement  the  plans  of  health  sys¬ 
tems  agencies  which  relate  to  the  gov¬ 
ernment  of  the  State.  Since  this  is  a 
statutory  requirement,  the  suggestion 
by  the  commenter  to  limit  the  State’s 
role  in  this  area  cannot  be  adopted. 

One  comment  suggested  that  this 
section  be  amended  to  provide  that 
the  State  Agency  may  only  begin  to 
perform  its  functions  when  the  major¬ 
ity  of  health  systems  agencies  within 
that  State  have  been  designated.  This 
suggestion  has  not  been  accepted.  Sec¬ 
tion  1521  of  the  Act  permits  a  State 
Agency  to  be  designated  independent 
of  health  systems  agency  designations. 
Further,  it  should  be  noted  that  the 
State  Agency  has  functions  to  perform 
independent  of  health  systems  agen¬ 
cies. 

Several  commenters  suggested  that 
the  language  "health  planning  activi¬ 
ties  of  the  State”  be  clarified  to  indi¬ 
cate  that  the  State  Agency  should 
serve  as  the  planning  arm  not  only  for 
its  own  regulatory  and  developmental 


activities,  but  also  for  other  agencies 
of  State  government  making  health 
systems  regulatory  and  developmental 
decisions.  These  commenters  urged 
that  the  final  regulations  make  clear 
that  this  phrase  specifically  refers  to 
planning  services  to  be  furnished  by 
the  State  Agency  to  all  departments  of 
State  government  whose  activities 
have  a  direct  impact  on  the  operation 
and  costs  of  the  health  care  delivery 
system.  In  the  Secretary’s  view  the  in¬ 
clusion  of  the  provision  requested  by 
these  commenters  is  unnecessary.  As 
discussed  in  detail  below,  the  State 
Agency  will  be  providing  such  plan¬ 
ning  input  through  its  activities  relat¬ 
ing  to  the  State  health  plan. 

Numerous  comments  requested  a 
definition  of  the  State  health  plan.  As 
provided  by  section  1524(c)(2)  of  the 
Act,  the  State  health  plan  consists  of 
the  health  systems  plans  prepared  by 
each  health  systems  agency  with  revi¬ 
sions  necessary  to  achieve  appropriate 
coordination  of  the  health  systems 
plans  and  to  deal  more  effectively 
with  Statewide  health  needs.  The 
State  health  plan  should  be  the  result 
of  systematic  integration  of  these  area 
level  plans  and  State  level  policy  anal¬ 
ysis  and  planning.  State  level  planning 
and  policy  analysis  undertaken  by  the 
State  Agency  in  the  development  of 
the  preliminary  State  health  plan  will 
require  a  number  of  activities  includ¬ 
ing  an  inventory  of  existing  Federal 
and  State  health  policies  and  pro¬ 
grams;  a  summary  of  the  health  status 
of  the  population  of  the  State;  a 
review  of  planned,  proposed,  or  emer¬ 
gent  policies  and  programs;  an  articu¬ 
lation  of  goals  and  objectives  reflected 
in  the  plans  of  other  health  and  relat¬ 
ed  programs;  an  analysis  of  Statewide 
forecasts  of  resource  supplies; 
Statewide  forecasts  of  demand  for 
health  services  and  their  supportive 
resources;  and  State  economic  impact 
analysis  of  current  and  proposed  regu¬ 
latory  activity  and  programs  in  the 
health  field  or  changes  in  health  care 
financing. 

The  large  investment  of  State  and 
Federal  governments  in  health  care  in 
the  States  and  the  requirement  that 
the  SHCC  review  other  State  plans, 
make  it  essential  that  the  State 
Agency,  in  the  conduct  of  its  State 
health  policy  analysis,  incorporate  an 
examination  of  State  and  Federally 
sponsored  programs  operating  in  the 
State.  This  should  include  an  analysis 
and  review  of  the  magnitude,  expendi¬ 
tures,  utilization,  availability,  impact, 
goals,  and  objectives  of  these  State 
and  Federal  programs.  The  analysis 
should  result  in  a  measurement  of  the 
adequacy  of  both  public  and  private 
policies  and  programs  in  the  State  and 
estimates  of  their  effectiveness  and  ef¬ 
ficiency  in  assuring  the  accessibility, 
acceptability,  availability,  continuity, 
and  quality  of  health  services;  re- 
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straining  increases  in  the  cost  of  care; 
and  preventing  unnecessary  duplica¬ 
tion  of  health  resources. 

To  plan  effectively  the  health  activi¬ 
ties  of  the  State,  the  State  health  plan 
should  serve  as  a  coordinating  mecha¬ 
nism  and  a  comprehensive  statement 
of  health  policies.  Therefore,  the 
State  Agency  should  include  in  the 
preliminary  State  health  plan  the 
health  policies  and  priorities  of  the 
State  as  reflected  in  the  programs 
sponsored  or  operated  by  other  State- 
level  health  agencies  or  organizations. 

In  this  regard,  the  State  Agency, 
through  the  development  of  the  pre¬ 
liminary  State  health  plan,  is  encour¬ 
aged  to  solicit  the  active  participation 
of  the  numerous  health  agencies  and 
organizations  whose  planning  and  pro¬ 
gram  activities  impact  on  the  health 
status  and  health  systems  within  the 
State.  Although  this  broad  level  of 
participation  is  not  mandated,  the  de¬ 
velopment  of  appropriate  formal  or  in¬ 
formal  coordinative  relationships 
would  serve  to  build  consensus  of  opin¬ 
ion  around  the  State  health  plan  as 
adopted  by  the  SHCC  and  should 
foster  cooperation  among  these  other 
health-related  agencies  to  ensure  their 
support  for  the  implementation  of  the 
State  health  plan. 

The  State  health  plan  should  pro¬ 
vide  guidance  to  these  programs  and 
at  the  same  time  reflect  the  goals  and 
address  the  Statewide  health  needs  as 
identified  by  these  programs.  Coordin¬ 
ative  activities  of  the  State  Agency 
with  other  federally-sponsored  State- 
operated  programs  should  be  aimed  at 
eliminating  duplicative  services  and 
developing  goals  and  long-range  ac¬ 
tions  consistent  with  the  health  prior¬ 
ities  of  the  State. 

Beyond  the  performance  of  these  ac¬ 
tivities,  it  is  the  prerogative  of  the 
Governor,  the  State  Agency  and  the 
SHCC  to  determine  the  extent  to 
which  they  will  exercise  a  coordinative 
function  with  the  other  agencies  of 
State  government  responsible  for 
health  programs  of  the  State  in  order 
to  accomplish  the  desired  immediate 
and  long-term  health  goals  of  the 
health  systems  agencies  and  the  State. 

§  123.106(b)(2) 

Many  comments  contained  sugges¬ 
tions  which  would  place  additional 
limitations  on  the  proposed  revisions  a 
State  Agency,  through  its  recommen¬ 
dations  to  the  SHCC,  could  make  to  a 
health  systems  plan.  One  commenter 
recommended  that  the  State  Agency, 
when  preparing  the  preliminary  State 
health  plan,  consult  a  health  systems 
agency  before  revising  that  agency’s 
health  systems  plan.  In  a  similar  vein, 
two  commenters  felt  that  the  health 
systems  agency  should  be  permitted  to 
participate  in  the  preliminary  revision 
made  by  the  State  Agency  to  its 
health  systems  plan.  Finally,  one  com¬ 


menter  recommended  that  the  health 
systems  agency  should  have  the  right 
to  appeal  if  it  disagrees  with  the  pre¬ 
liminary  revision  made  by  the  State 
Agency  to  its  health  systems  plan. 

It  is  noted  that  the  preliminary  revi¬ 
sions  made  by  the  State  Agency  are 
limited  to  the  two  conditions  set  forth 
in  sections  1523(a)(2)  and  1524 
(c)(2)(A)  of  the  Act:  (1)  To  achieve 
their  appropriate  coordination,  and  (2) 
to  deal  more  effectively  with  statewide 
health  needs.  There  is  no  basis  for  the 
Secretary  to  limit  further  by  regula¬ 
tion  the  statutory  roles  given  to  the 
State  Agency  and  SHCC  as  requested 
by  the  various  commenters.  An  affect¬ 
ed  health  systems  agency  can  partici¬ 
pate  in  the  development  of  the  State 
health  plan  through  participation  at 
the  required  public  hearing  on  the 
State  health  plan;  through  its  repre¬ 
sentatives  on  the  SHCC;  and  as  a 
result  of  ongoing  discussions  and  in¬ 
teraction  with  State  Agency  staff  in 
the  development  of  plan  development 
guidance. 

One  commenter  expressed  concern 
that  the  lack  of  National  Guidelines 
for  Health  Planning  (mandated  in  sec¬ 
tion  1501;  proposed  Guidelines  were 
offered  for  public  comment  in  the  Sep¬ 
tember  23,  1977  Federal  Register) 
precludes  both  State  Agencies  and 
health  systems  agencies  from  adopting 
legally  sufficient  plans.  It  is  the  Secre¬ 
tary’s  view  that  agencies  can  adopt 
plans  which  meet  the  requirements  of 
the  Act  in  the  absence  of  final  guide¬ 
lines  but  once  final  guidelines  have 
been  issued,  the  health  systems  agen¬ 
cies  must  review  the  health  systems 
plans  and  revise  them  as  necessary  to 
give  appropriate  consideration  to  the 
recommended  guidelines  for  health 
planning  policy  and  to  take  into  ac¬ 
count  and  be  consistent  with  the  Na¬ 
tional  Guidelines  with  respect  to 
supply,  distribution,  and  organization 
of  health  resources  and  services.  Ap¬ 
propriate  revisions  to  the  State  health 
plan  should  then  be  recommended  to 
the  SHCC  by  the  State  Agency  based 
on  the  revisions  made  to  health  sys¬ 
tems  plans  within  the  State. 

Several  commenters  expressed  con¬ 
cern  that  the  process  for  the  develop¬ 
ment  of  the  State  health  plan  set 
forth  in  the  regulations  does  not  pro¬ 
vide  for  a  cohesive  planning  effort  be¬ 
tween  health  systems  agencies  and  the 
State  Agency.  One  commenter  sug¬ 
gested  that  the  State  Agency  prescribe 
a  minimum  framework  for  health  sys¬ 
tems  plans.  The  final  regulations  have 
been  amended  at  §  123.306  to  require 
that  the  SHCC,  after  consultation 
with  the  State  Agency  and  health  sys¬ 
tems  agencies,  establish  a  consistent 
analytical  approach  for  developing 
health  systems  plans  and  prescribe  a 
uniform  format  for  the  plans.  The 
Secretary  considers  these  changes  nec¬ 
essary  to  permit  SHCCs  to  require  a 


common  form  of  organization  for 
health  systems  plans;  to  facilitate  cer¬ 
tain  types  of  data  and  information 
being  displayed  in  a  standardized 
format;  and  to  promote  systematic  in¬ 
tegration  of  information  and  analyt¬ 
ical  bases  in  the  development  of  State 
wide  health  plans. 

Two  comments  suggested  that  the 
State  Agency  should  also  be  given  the 
authority  to  make  revisions  to  annual 
implementation  plans  in  order  to 
achieve  appropriate  coordination  or  to 
deal  more  effectively  with  State-  wide 
health  needs.  This  comment  has  not 
been  adopted  as  the  regulation  reflects 
the  statute,  which  does  not  provide 
any  authority  for  the  State  Agency  in 
this  area.  Moreover,  it  is  a  function  of 
the  health  systems  agency  to  make  re¬ 
visions  to  its  annual  implementation 
plan  which  are  necessitated  by  the  re¬ 
visions  mandated  by  the  SHCC  to  its 
health  systems  plan,  since  under  sec¬ 
tion  1513(b)(3)  the  annual  implemen¬ 
tation  plan  must  be  amended  as  neces¬ 
sary  to  describe  objectives  which  will 
meet  the  goals  of  the  health  systems 
plan.  Discussion  of  the  SHCC’s  role  in 
this  process  is  contained  in  the  discus¬ 
sion  of  §  123.306. 

Several  comments  were  received  re¬ 
lating  to  the  provision  that  a  State 
Agency  may  establish  a  health  sys¬ 
tems  plan  for  any  health  service  area 
without  such  a  plan.  Generally,  the 
commenters  recommended  deletion  of 
this  section  as  they  felt  it  takes  away  a 
prerogative  of  health  systems  agen¬ 
cies.  One  commenter  requested  dele¬ 
tion  of  the  requirement  for  the  Secre¬ 
tary’s  approval  before  the  State 
Agency  could  undertake  the  develop¬ 
ment  of  a  health  systems  plan  and  an¬ 
other  commenter  requested  that  the 
time  frame  and  other  criteria  for  as¬ 
sessing  the  failure  of  a  health  systems 
agency  to  produce  a  plan  be  specified. 
The  provision  for  the  State  Agency  to 
develop  a  health  systems  plan  for  a 
health  service  area  without  such  a 
plan  was  included  in  the  proposed  reg¬ 
ulations  in  an  effort  to  prevent  delays 
in  the  State  health  planning  process 
due  to  the  lack  of  area  plans.  In  light 
of  the  comments  received,  and  since 
health  systems  agencies  have  now 
been  designated  for  virtually  every 
health  service  area,  the  Secretary  has 
removed  this  section  from  the  final 
regulations  as  was  also  done  in  the  in¬ 
terim  regulations.  While  the  Secretary 
no  longer  thinks  it  appropriate  for  the 
State  to  develop  the  health  systems 
plan  for  a  local  health  service  area,  he 
does  recognize  the  need  for  the  State 
Agency  to  make  additions  where  nec¬ 
essary  in  the  development  of  the  State 
health  plan  in  order  to  fill  in  gaps 
which  occur  due  to  the  lack  of  health 
systems  plans.  However,  it  is  noted 
that  such  additions  should  be  limited 
to  those  which  are  necessary  to  reflect 
statewide  health  needs.  Due  to  a  con- 
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tinuing  concern  that  the  lack  of 
health  systems  plans  not  contribute  to 
a  delay  in  the  State  health  planning 
process,  the  regulations  require  that 
the  SHCC  establish  time  schedules  for 
the  plan  development  process  taking 
into  consideration  the  timeframes  de¬ 
scribed  below.  This  requirement  was 
not  included  in  either  the  proposed  or 
interim  regulations. 

New  requirements  have  been  added 
to  the  final  regulations  at  §  123.103 
concerning  the  time  schedule  for  es¬ 
tablishing  the  State  health  plan. 
Those  States  which  have  been  condi¬ 
tionally  designated  for  24  months  or 
less  at  the  time  they  enter  into  a  full 
designation  agreement  shall  submit  a 
preliminary  State  health  plan  as  part 
of  their  next  application  for  full  desig¬ 
nation.  Those  States  which  apply  for 
full  designation  after  24  months  of 
conditional  designation  shall  submit  a 
preliminary  State  health  plan  as  part 
of  their  application  for  full  designa¬ 
tion.  The  State  health  plan  prepared 
and  adopted  by  the  SHCC  shall  be 
submitted  as  part  of  the  State  Agen¬ 
cy’s  next  application  for  full  designa¬ 
tion  following  submission  of  the  pre¬ 
liminary  State  health  plan. 

The  establishment  of  a  specific  time 
limit  for  the  preparation  of  the  pre¬ 
liminary  State  health  plan  and  for  the 
preparation  and  adoption  of  the  State 
health  plan  by  the  SHCC  addresses 
the  concern  of  several  commenters 
that  the  process  prescribed  in  the  pro¬ 
posed  and  interim  regulations  was  too 
open-ended.  It  is  anticipated  that  the 
majority  of  health  systems  agencies 
will  have  adopted  health  systems 
plans  to  permit  their  incorporation 
into  the  preliminary  State  health  plan 
without  delaying  the  State  planning 
process.  The  Secretary  is  concerned 
that  if  a  specific  time  period  for  adop¬ 
tion  of  the  State  health  plan  is  not  re¬ 
quired  it  would  have  a  detrimental 
effect  on  the  other  functions  to  be 
performed  by  the  State  Agency,  par¬ 
ticularly  plan  implementation  activi¬ 
ties. 

§  123.106(b)(3) 

One  commenter  suggested  this  sec¬ 
tion  be  revised  to  require  that  the 
State  Agency  assist  the  SHCC  through 
the  provision  of  adequate  full-time 
staff  rather  than  the  requirement  in 
the  proposed  regulations  that  the 
staff  need  only  be  “adequate.”  An¬ 
other  commenter  suggested  that  the 
regulations  require  the  SHCC  to  hire 
an  independent  staff.  The  Secretary 
feels  it  is  inappropriate  to  specify 
what  constitutes  adequate  staff  in 
terms  of  it  being  either  “full-time”  or 
“independent,”  and  that  the  exact 
staffing  pattern  should  be  the  prerog¬ 
ative  of  each  State.  Determinations  as 
to  whether  the  State  Agency  is  provid¬ 
ing  adequate  staff  support  to  the 
SHCC  will  be  based  upon  the  Secre¬ 


tary’s  review  of  the  State  Agency  ap¬ 
plication  and  his  evaluation  of  the 
SHCC’s  performance  in  accordance 
with  section  1535  of  the  Act. 

One  commenter  suggested  that  the 
reference  to  appropriate  training  pro¬ 
grams  be  revised  to  require  that  the 
programs  be  developed  in  cooperation 
with  health  systems  agencies  and  that 
such  training  be  a  joint  effort  for  ori¬ 
entation  of  health  systems  agencies’ 
governing  bodies,  SHCCs  and  agency 
staff.  It  is  assumed  that  some  training, 
such  as  general  orientation  to  the  re¬ 
quirements  of  Pub.  L.  93-641,  might  be 
best  be  undertaken  as  a  joint  effort 
among  health  systems  agencies,  State 
Agencies,  and  SHCCs,  under,  for  ex¬ 
ample,  the  auspices  of  the  Centers  for 
Health  Planning  supported  under  sec¬ 
tion  1534  of  the  Act.  It  is  recognized 
by  the  Secretary,  however,  that  there 
will  be  other  instances  in  which  the 
State  Agency  and  SHCC  identify 
training  needs  unique  to  their  situa¬ 
tions  and  might,  therefore,  not  want 
to  include  the  health  systems  agencies 
in  this  endeavor.  Accordingly,  the  spe¬ 
cific  suggestion  proposed  by  the  com¬ 
menter  to  require  joint  training  ef¬ 
forts  has  not  been  adopted. 

§  123.106(b)(5) 

One  commenter  suggested  that  the 
review  of  new  institutional  health  ser¬ 
vices  be  made  an  optional  function  in 
States  without  a  certificate  of  need 
program  satisfactory  to  the  Secretary. 
The  review  of  new  institutional  health 
services  is  a  statutory  requirement  and 
cannot  be  made  optional.  The  Secre¬ 
tary  is,  however,  sensitive  to  the  argu¬ 
ment  that  establishing  this  review  now 
in  a  State  which  does  not  have  a  certi¬ 
ficate  of  need  program  could  detract 
from  efforts  to  develop  a  satisfactory 
certificate  of  need  program.  For  this 
reason  the  Secretary  wishes  to  reiter¬ 
ate  here  that  the  requirements  gov¬ 
erning  the  review  of  new  institutional 
health  services,  which  were  published 
on  January  21,  1977,  in  the  Federal 
Register  (42  FR  4028-4032),  can  be 
met  by  the  States  without  the  need  to 
develop  new  statutory  authority,  and 
therefore  without  detracting  from 
States’  efforts  to  put  in  place  satisfac¬ 
tory  certificate  of  need  programs. 

§  123.106(b)(6) 

A  number  of  comments  were  re¬ 
ceived  with  respect  to  the  requirement 
that  State  Agencies  review  the  appro¬ 
priateness  of  existing  institutional 
health  services  on  a  periodic  basis  as 
required  by  section  1523(a)(6)  of  the 
Act.  The  Secretary  will  issue  proposed 
rules  in  the  future  concerning  this 
function,  and  the  comments  received 
will  be  considered  in  the  development 
of  these  regulations. 

§123.107  Performance  of  functions 

BY  OTHER  THAN  THE  STATE  AGENCY 

Numerous  comments  requested  dele¬ 
tion  of  the  requirement  for  specified 


groupings  of  functions  as  proposed  in 
this  section  when  a  State  Agency 
enters  into  an  agreement  with  another 
agency  of  the  State  for  the  perfor¬ 
mance  of  any  functions  under  section 
1523.  The  main  concern  raised  by  com¬ 
menters  was  that  this  requirement 
limits  the  flexibility  of  States  to  estab¬ 
lish  a  workable  health  planning 
system,  and  they  questioned  the  legis¬ 
lative  basis  for  the  Secretary  prescrib¬ 
ing  this  requirement.  Other  comments 
noted  that  the  functions  of  periodic 
review  and  certificate  of  need  should 
not  be  required  to  be  assigned  togeth¬ 
er  on  the  grounds  that  periodic  review 
is  a  planning  function  and  certificate 
of  need  is  a  regulatory  one.  The  Secre¬ 
tary’s  main  concern  about  the  perfor¬ 
mance  of  one  or  more  State  Agency 
functions  by  another  agency  of  State 
government  is  to  ensure  that  all 
health  planning  and  resource  develop¬ 
ment  functions  are  performed  in  an  in¬ 
tegrated  fashion.  Thus,  except  as  dis¬ 
cussed  below  with  respect  to  serving  as 
the  designated  planning  agency  for 
purposes  of  section  1122  and  adminis¬ 
tering  a  certificate  of  need  program, 
the  Secretary  has  deleted  this  restric¬ 
tion  from  the  final  regulations.  With 
respect  to  serving  as  the  designated 
planning  agency  for  purposes  of  sec¬ 
tion  1122  and  administering  a  certifi¬ 
cate  of  need  program,  it  is  the  Secre¬ 
tary’s  view  that  these  functions  can 
only  be  properly  performed  when  by 
the  same  agency,  and  therefore  the 
regulations  prescribe  that  these  func¬ 
tions  must  be  assigned  together,  if  at 
all.  Furthermore,  the  Secretary  has 
issued  a  policy  statement  which  con¬ 
tains  the  minimum  elements  required 
in  agreements  established  under  pro¬ 
posed  subparagraph  (c)  of  this  section. 
Those  elements  have  been  included  in 
the  final  regulations  as  part  of  this 
section  as  it  has  been  rewritten.  The 
major  components  of  the  policy  are 
that  the  other  agency  of  State  govern¬ 
ment  will  perform  all  the  activities  re¬ 
lating  to  the  function;  that  the  func¬ 
tion  will  be  performed  in  accordance 
with  the  appropriate  requirements  of 
the  State  administrative  program; 
that  the  agreement  will  specify  how 
the  budget,  staff,  and  activities  of  the 
other  agency  and  those  of  the  State 
Agency  will  relate;  that  the  agreement 
will  provide  that  the  other  agency  will 
consult  with  the  State  Agency  and  the 
SHCC  on  the  performance  of  the  sepa¬ 
rate  function;  and  that  the  other 
agency  will  provide  information  to  the 
State  Agency  and  the  SHCC  on  the 
performance  of  the  separate  function. 

This  agreement  is  to  be  incorporate 
as  part  of  the  designation  agreement 
with  a  State  Agency.  The  Secretary 
has  concluded  that  the  provisions  for 
such  agreements  contained  in  §  123.107 
as  revised  are  necessary  to  guarantee 
that  the  function  to  be  performed  by 
another  agency  will  be  sufficiently  co- 
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ordinated  with  the  other  activities  of 
the  State  Agency  so  as  to  foster  an  in¬ 
tegrated  State  health  planning  effort. 
Therefore,  the  Secretary  beliefves 
that  the  incorporation  of  these  provi¬ 
sions  in  final  regulations  adequately 
addresses  the  concern  of  one  com- 
menter  that  agreements  for  the  per¬ 
formance  of  functions  specifically  re¬ 
quire  coordination  between  the  agen¬ 
cies  involved  in  the  agreement. 

With  respect  to  the  procedures  for 
delegation  of  functions,  one  comment 
suggested  that  the  section  be  amended 
to  provide  that  “all  functions  of  State 
Agencies  may  be  performed  by  an¬ 
other  agency  of  the  State  government 
upon  designation  by  the  State  legisla¬ 
ture.”  Another  comment  suggested 
that  the  lead  paragraph  be  revised  to 
read  “Notwithstanding  any  other  pro¬ 
visions  of  this  subpart  may  be  per¬ 
formed  by  another  agency  of  the  State 
government  up  written  request  sub¬ 
mitted  by  the  Governor  in  a  format 
prescribed  by  the  Secretary.” 

Section  1523(b)(1)  of  the  Act  re¬ 
quires  that  such  function  may  be  per¬ 
formed  by  another  agency  of  State 
government  at  the  request  of  the  Gov¬ 
ernor  and  if  there  is  an  agreement  sat¬ 
isfactory  to  the  Secretary.  Therefore, 
the  Governor  of  a  State  is  significant¬ 
ly  involved  in  the  process  since  he  or 
she  makes  the  request  as  to  which 
other  agencies  of  State  government 
shall  perform  a  section  1523  function. 
However,  in  order  to  achieve  the  statu¬ 
tory  purpose  concerning  integrated 
planning,  the  Secretary  must  retain 
the  right  to  review  each  proposed 
agreement  on  a  case-by-case  basis  to 
ensure  an  integrated  and  coordinated 
health  planning  system  in  each  State. 
Therefore,  the  suggested  modifica¬ 
tions,  which  would  make  the  execu¬ 
tion  of  agreements  solely  the  preroga¬ 
tive  of  the  States,  have  not  been  made. 

§123.108  RENEWAL  AND  TERMINATION 
OF  AGREEMENTS 

One  commenter  requested  clarifica¬ 
tion  as  to  whether  funding  continues 
during  the  hearing  process,  pending 
an  “appeal”  of  a  preliminary  decision 
by  the  Secretary  to  terminate  the  des¬ 
ignation  agreement.  It  is  noted  that 
under  §123.108  there  is  no  "prelimi¬ 
nary  decision,”  and  therefore  the  ter¬ 
mination  of  a  designation  agreement 
does  not  occur  until  the  hearing  pro¬ 
cess  has  been  completed  and  a  decision 
rendered. 

One  comment  suggested  that  a  fully 
designated  State  Agency,  as  well  as  a 
conditionally  designated  State  Agency, 
should  have  its  agreement  terminated 
if  it  fails  to  comply  with  the  terms  of 
the  agreement.  The  Secretary  believes 
that  the  regulation  adequately  covers 
this  concern  in  that  it  states,  with  re¬ 
spect  to  fully  designated  State  Agen¬ 
cies,  that  “the  Agreement  may  be  ter¬ 
minated  by  the  Secretary  prior  to  the 


expiration  of  its  term  if  he  determines 
•  •  •  that  the  State  Agency  •  •  •  is  not 
complying  with  or  effectively  carrying 
out  the  provisions  of  the  Agreement.” 
Accordingly,  no  revision  in  the  final 
regulations  has  been  made. 

Two  comments  were  received  regard¬ 
ing  the  renewal  of  agreements  with 
fully  designated  State  Agencies.  One 
commenter  recommended  that  the 
regulations  be  amended  to  read  that 
"a  full  designation  agreement  may  be 
renewed  for  a  period  of  from  one  to 
three  years  upon  application  by  a  Gov¬ 
ernor,”  as  a  multi-year  designation 
would  be  advantageous  in  providing 
for  long-term  continuity  of  program 
activities.  Since  section  1521(b)(4)  of 
the  Act  provides  that  an  agreement 
for  full  designation  may  be  renewed 
for  a  term  not  to  exceed  12  months, 
this  suggestion  has  been  rejected. 

One  commenter  requested  clarifica¬ 
tion  as  to  whether  a  conditionally  des¬ 
ignated  agency  might  be  extended  for 
an  additional  period  beyond  its  initial 
designation  period  for  purposes  of 
closing  down  its  operation.  The  Secre¬ 
tary  has  concluded  that  it  is  reason¬ 
able  to  extend  the  conditional  designa¬ 
tion  agreement  of  an  agency  for  an  ad¬ 
ditional  period  for  the  sole  purpose  of 
closing  out  the  agency,  provided  that 
the  entire  period  of  conditional  desig¬ 
nation  may  not  exceed  the  statutory 
maximum  of  36  months.  This  would  be 
justified  in  the  Secretary’s  opinion  to 
provide  for  an  orderly  closing  down  of 
the  State  Agency’s  operation  when  the 
Secretary  has  determined  not  to  renew 
the  conditional  designation  agreement 
with  a  State  Agency  or  enter  into  a 
full  designation  agreement  with  an 
agency  that  has  a  conditional  designa¬ 
tion  agreement.  Section  123.105(a)  has 
been  revised  accordingly. 

One  commenter  requested  the  Secre¬ 
tary  to  include  in  the  regulations 
guidelines  for  the  renewal  of  a  full 
designation  agreement  which  would 
mandate  a  simplified  application  pro¬ 
cess.  As  currently  written,  the  applica¬ 
tion  requirements  for  initial  designa¬ 
tion  also  apply  for  the  renewal  of  such 
designation,  and  the  present  regula¬ 
tions  do  not  make  a  distinction  be¬ 
tween  the  requirements  for  initial  ap¬ 
plication  and  renewal.  However,  fol¬ 
lowing  the  review  of  State  Agency  per¬ 
formance  mandated  by  section  1535  of 
the  Act,  the  Department  will  assess 
the  information  required  as  part  of 
the  application  process  to  determine 
its  value  for  evaluating  agency  perfor¬ 
mance.  Consideration  will  be  given  at 
that  time  to  deleting  any  information 
requirements  not  pertinent  to  assess¬ 
ment  of  agencies  in  keeping  with  the 
Department’s  policy  to  streamline  ap¬ 
plication  procedures. 

§  123.109  ACCESS  OF  THE  PUBLIC  TO  STATE 
AGENCY  RECORDS  AND  DATA 

A  very  large  number  of  comments 
were  received  concerning  the  provi¬ 


sions  of  this  section,  many  of  which 
expressed  concern  that  there  are  no 
assurances  of  confidentiality  of  pa¬ 
tient  data  information  contained  in 
this  section.  Several  commenters  sug¬ 
gested  that  a  requirement  be  added  to 
remove  all  personal  identifiers  from 
the  information.  The  issues  concern¬ 
ing  confidentiality  and  the  statutory 
constraints  are  addressed  in  the  dis¬ 
cussion  of  §  123.104(b)(9). 

Many  commenters  expressed  con¬ 
cern  that  the  provision  is  too  broadly 
stated  and  could  result  in  an  “adminis¬ 
trative  nightmare.”  Some  suggested 
that  access  to  records  should  “conform 
to  existing  State  statutes,  regulations 
and  policies.”  One  commenter  recom¬ 
mended  that  data  specifically  protect¬ 
ed  from  disclosure  by  State  statute 
should  be  excluded  from  the  regula¬ 
tions.  Section  1522(b)(6)  of  the  Act 
provides  that  the  State  administrative 
program  must  require  that  the  State 
Agency  make  its  records  and  data 
available,  upon  request,  to  the  public. 
The  statute  does  not  provide  any  basis 
on  which  the  Secretary  could  limit 
this  provision  by  regulations  in  the 
manner  suggested  by  the  commenter. 
This  provision  is  intended  to  provide 
the  public  with  access  to  the  informa¬ 
tion  and  records  used  by  the  State 
Agency  to  make  its  policy  and  pro¬ 
gram  decisions.  The  term  “records  and 
data”  encompasses  any  information 
and  materials  acquired  by  the  State 
Agency  and  used  in  the  performance 
of  its  functions.  Therefore,  the  Secre¬ 
tary  has  not  accepted  the  comments. 

The  Department  received  several 
comments  on  the  requirements  con¬ 
tained  in  paragraph  (b)  regarding  the 
publication  of  the  policy  adopted  by 
the  State  Agency  for  making  data 
available  to  the  public  for  inspection 
and  copying.  One  commenter  recom¬ 
mended  that  when  a  policy  for  making 
data  available  to  the  public  has  been 
established  by  the  State  Agency,  a 
public  notice  should  be  published; 
however,  the  State  Agency  should  not 
be  required  to  print  the  entire  policy 
in  the  newspaper  notice.  One  com¬ 
menter  suggested  the  deletion  of  the 
prohibition  on  the  use  of  legal  notices. 
The  Secretary  has  adopted  these  com¬ 
ments  because  the  original  require¬ 
ments,  upon  review,  appear  burden¬ 
some.  Therefore,  the  language  of  the 
final  regulations  has  been  amended  to 
require  the  publication  of  a  notice 
that  a  policy  for  making  information 
available  to  the  public  has  been  estab¬ 
lished  by  the  State  Agency.  Such 
notice  must  contain  a  statement  that 
the  policy  is  available  for  public  in¬ 
spection  and  copying.  This  revision 
conforms  to  the  approach  used  in 
other  portions  of  regulations  imple¬ 
menting  Title  XV  such  as  the  publica¬ 
tion  of  a  notice  of  the  availability  of 
the  health  systems  plan  and  annual 
implementation  plan  as  well  as  section 


FEDERAL  REGISTER,  VOL.  43,  NO.  48— FRIDAY,  MARCH  10,  1978 


10112 


RULES  AND  REGULATIONS 


1532  procedures  and  criteria.  In  addi¬ 
tion,  the  requirement  that  the  policy 
be  published  in  at  least  two  newspa¬ 
pers  of  general  circulation  and  the 
prohibition  on  the  publication  of  the 
policy  in  the  legal  notices  or  classified 
sections  of  newspapers  have  been  de¬ 
leted  in  recognition  that  such  require¬ 
ments  may  potentially  be  in  conflict 
with  State  statutes  and  procedures  on 
these  matters.  The  Secretary  thinks  it 
unnecessary  to  dictate  the  exact 
manner  in  which  such  notice  to  the 
public  must  be  given.  Accordingly,  the 
Secretary  has  rejected  a  comment  rec¬ 
ommending  that  the  notice  require¬ 
ment  be  retained  with  the  addition 
that  notices  should  be  run  for  at  least 
three  consecutive  weeks. 

Several  commenters  recommended 
that  the  time  frame  for  the  establish¬ 
ment  of  a  data  policy  by  a  State 
Agency  be  lengthened  to  permit  the 
development  of  an  adequate  data  man¬ 
agement  plan  and  completion  of  a 
data  inventory.  Suggestions  were  made 
to  change  the  time  period  for  compli¬ 
ance  from  three  months  to  six  months 
or  one  year.  The  Secretary  notes  that 
the  requirement  of  the  section  is  for  a 
State  Agency  to  adopt  and  publish  a 
policy  for  making  information  avail¬ 
able  to  the  public,  not  that  it  complete 
its  data  inventory  within  a  three- 
month  period.  This  section  was  not  a 
requirement  of  the  interim  regula¬ 
tions.  This  requirement,  however,  will 
only  apply  with  respect  to  designation 
agreements  entered  into  after  the  date 
of  the  publication  of  these  regulations, 
so  State  Agencies  will  have  adequate 
lead  time  to  develop  their  data  policy. 

One  commenter  requested  clarifica¬ 
tion  as  to  the  frequency  required  for 
publication  of  information  on  revi¬ 
sions  to  the  policy.  Under  §  123.109, 
the  policy  information  must  be  publi¬ 
cized  when  adopted  and  need  only  be 
further  publicized  when  substantial 
revisions  to  the  policy  are  adopted. 

One  commenter  requested  clarifica¬ 
tion  as  to  whether  records  and  data  of 
previous  health  planning  agencies 
which  are  transferred  to  the  State 
Agency  become  part  of  the  inventory 
of  data  which  the  State  Agency  must 
index  and  make  accessible  to  the 
public.  To  the  extent  that  such  re¬ 
cords  and  data  are  used  by  the  State 
Agency  in  performing  its  functions 
under  its  designation  agreement  they 
would  be  covered  by  the  requirements 
of  this  section. 

§123.110  SPECIAL  PROVISIONS  FOR  CER¬ 
TAIN  STATES-SECTION  1536  OF  THE  ACT 

One  comment  suggested  that  the 
Department  publish  a  separate  set  of 
regulations  as  a  new  subpart  to  encom¬ 
pass  all  provisions  relating  to  section 
1536  States.  The  Secretary  regrets  any 
confusion  which  has  arisen  from  the 
publication  of  these  provisions  in 
three  separate  sections.  The  Secretary 


has,  in  accordance  with  this  sugges¬ 
tion,  included  as  Subpart  P  those  spe¬ 
cial  provisions  concerning  section  1536 
States. 

One  commenter  requested  clear  de¬ 
lineation  in  a  new  subpart  as  to  how  a 
section  1536  State  can  conduct  section 
1513  functions  within  the  framework 
of  a  State  Agency.  The  commenter 
further  requested  that  this  explana¬ 
tion  be  in  language  appropriate  to  the 
dual-purpose  responsibilities  of  a  1536 
State  Agency,  not  in  either  health  ser¬ 
vice  area  or  health  systems  agency  ter¬ 
minology  as  was  done  in  the  proposed 
regulations  or  in  the  context  of  sec¬ 
tions  1513  and  1523.  As  discussed  pre¬ 
viously,  the  Secretary  has  established 
a  new  subpart  concerning  section  1536 
States.  However,  section  1536  of  the 
Act  clearly  states  that  a  section  1536 
State  may  perform  section  1513  func¬ 
tions  and,  therefore,  the  Secretary 
considers  it  appropriate  to  use  section 
1513  terminology  to  describe  these 
functions  whether  they  are  performed 
by  a  section  1536  State  or  a  health  sys¬ 
tems  agency.  Moreover,  while  a  re¬ 
quest  for  designation  as  a  section  1536 
State  is  approved  by  the  Secretary  on 
the  basis  of  the  State  carrying  out  its 
health  planning  functions  under  a  uni¬ 
fied  Statewide  system,  section  1536 
States  receive  a  grant  award  under 
section  1525  for  the  performance  of 
State  Agency  functions;  and,  in  addi¬ 
tion,  if  a  section  1536  State  elects  to 
perform  health  systems  agency  func¬ 
tions,  it  receives  a  grant  award  under 
section  1516  for  the  performance  of 
these  functions.  Since  there  are  cer¬ 
tain  clearly  identified  functions  re¬ 
quired  to  be  accomplished  for  the  re¬ 
ceipt  of  each  of  the  grant  awards,  it 
has  been  necessary  to  retain  refer¬ 
ences  to  section  1513  and  section  1523 
functions  in  the  final  regulations.  The 
suggested  changes  have,  therefore,  not 
been  made.  It  should  be  noted  that 
the  receipt  of  two  grant  awards,  how¬ 
ever,  does  not  dictate  the  way  a  State 
Agency  may  organize  to  accomplish 
section  1513  functions  in  addition  to 
its  State  Agency  responsibilities  under 
section  1523.  For  instance,  a  section 
1536  State  may  request  a  waiver  of  the 
staffing  requirements  placed  on  all 
health  systems  agencies.  A  State 
Agency,  however,  may  not  delegate 
the  performance  of  section  1513  func¬ 
tion  to  another  agency  of  State  gov¬ 
ernment. 

Several  comments  suggested  a  re¬ 
vised  §123.110  regarding  section  1536 
States,  which  would  state  that  in  the 
continued  absence  of  county  and/or 
municipal  public  health  departments, 
the  State  must  provide  for  meaningful 
participation  in  the  health  planning 
system  by  providers,  consumers,  gov¬ 
ernment  officials,  and  private  nonprof¬ 
it  planning  agencies.  The  concern  of 
the  commenters  is  that  §123.110  cre¬ 
ates  serious  doubts  as  to  whether  pri¬ 


vate  nonprofit  planning  agencies  will 
be  used  in  the  planning  effort  in  sec¬ 
tion  1536  States,  a  participation  which 
was  explicitly  encouraged  during  the 
congressional  debates  on  this  provi¬ 
sion. 

While  there  is  no  provision  for  a 
health  systems  agency  in  a  section 
1536  State  because  of  the  Statewide 
nature  of  the  health  planning  system, 
it  is  recognized  by  the  Secretary  that 
the  groups  cited  by  the  commenters 
should  make  a  significant  contribution 
to  the  planning  effort  of  the  State.  It 
was  for  this  reason,  among  others, 
that  the  Secretary  mandated  in  pro¬ 
posed  §  123.307  (new  §  123.503)  that 
the  SHCC  composition  in  a  section 
1536  State  mirror  the  composition  re¬ 
quirements  of  a  governing  body  of  a 
health  systems  agency.  While  the  Sec¬ 
retary  does  not  intend  to  dictate  fur¬ 
ther  the  precise  manner  in  which 
these  groups  should  be  involved  in  a 
section  1536  State,  the  Secretary  notes 
that,  at  a  minimum,  an  opportunity 
for  participation  by  the  various  groups 
should  be  ensured  through  the  public 
hearing  process  on  the  State  health 
plan  and  through  the  requirement 
that  State  Agency  and  SHCC  business 
meetings  be  open  to  the  public. 

Several  commenters  requested  clari¬ 
fication  as  to  the  authority  of  section 
1536  States  when  performing  health 
systems  agency  functions  to  subcon¬ 
tract  (using  Federal  funds)  with  pri¬ 
vate  health  planning  agencies.  In  the 
Secretary’s  view  there  is  no  prohibi¬ 
tion  against  a  State  Agency  contract¬ 
ing  with  private  health  planning  agen¬ 
cies  to  assist  it  in  carrying  out  section 
1513  functions.  While  the  State 
Agency  in  a  section  1536  State  may 
not  contract  for  the  performance  of  an 
entire  1513  function,  the  agency  may 
contract  for  the  performance  of  activi¬ 
ties  related  to  the  performance  of  a 
function.  Furthermore,  in  a  section 
1536  State,  as  in  all  States,  a  section 
1523  function  may  be  performed  by 
another  agency  of  State  government 
under  an  agreement  established  in  ac¬ 
cordance  with  §  123.107. 

One  commenter  recommended  the 
addition  of  a  new  section  on  section 
1536  States  to  change  the  language  of 
the  proposed  regulations  so  that  the 
State  Agency  in  a  section  1536  State 
“may”  instead  of  “shall”  perform 
functions  contained  in  section  1513 
normally  performed  by  a  health  sys¬ 
tems  agency.  The  language  of  the 
final  regulation  has  been  revised  to  re¬ 
flect  the  statutory  language  that,  in 
addition  to  section  1523  functions,  a 
section  1536  State  “may”  in  addition 
perform  the  functions  prescribed  by 
section  1513  and  make  application  for 
a  section  1516  grant  award  to  support 
the  performance  of  these  functions. 
The  proposed  rules  and  interim  regu¬ 
lations  had  mandated  that  a  section 
1536  State  “shall”  perform  section 
1513  functions. 
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-  In  the  Secretary’s  view,  this  change 
(which  makes  the  performance  of  sec¬ 
tion  1513  functions  and  an  application 
for  a  section  1516  grant  optional  for  a 
section  1536  State)  is  consistent  with 
permitting  section  1536  States  maxi¬ 
mum  flexibility  in  developing  a  unified 
Statewide  health  planning  program. 
There  is  considerable  similarity  be¬ 
tween  the  functions  of  State  Agencies 
and  health  systems  agencies,  especial¬ 
ly  in  terms  of  plan  development,  data 
collection  and  analysis,  and  review  ac¬ 
tivities.  In  recognition  of  the  similiar 
nature  of  the  agencies’  review  respon¬ 
sibilities,  the  proposed  rules  exempted 
section  1536  States  from  performing 
those  functions  required  by  sections 
1513  (f),  (g)  and  (h)  relating  to  review 
of  new  institutional  health  services; 
periodic  review  of  all  institutional 
health  services;  and  recommendation 
of  projects  for  modernization,  con¬ 
struction  and  conversion  of  medical  fa¬ 
cilities.  If  a  section  1536  State  deter¬ 
mines  that  their  particular  circum¬ 
stances  do  not  warrant  the  receipt  of 
additional  grant  funds  to  perform  the 
remaining  section  1513  functions,  it 
may  choose  not  to  make  application 
for  the  additional  grant. 

It  should  be  emphasized,  however, 
that  in  order  to  receive  a  section  1516 
grant  award  a  State  Agency  must  be 
responsible  for  the  performance  of  all 
the  section  1513  functions  as  pre¬ 
scribed  in  Subpart  P.  This  is  necessary 
because  receipt  of  the  grant  award 
clearly  requires  performance  of  the 
functions  for  which  the  grant  is  made. 
While  some  of  these  functions  may  be 
carried  out  as  part  of  a  unified 
Statewide  approach  to  planning,  cer¬ 
tain  functions  are  unique  to  section 
1513,  such  as  the  development  of 
agreements  with  PSROs  and  A-95 
agencies,  coordination  with  health  sys¬ 
tems  agencies  in  the  standard  metro¬ 
politan  statistical  area  and  the  receipt 
of  Area  Health  Services  Development 
Funds  under  section  1640.  Language 
has  been  added  to  the  final  regula¬ 
tions  to  require  that  an  application  for 
a  section  1516  grant  award  shall  in¬ 
clude  a  detailed  description  of  how  a 
section  1536  State  proposes  to  carry 
out  section  1513  functions. 
(§  123.501(a)) 

For  States  which  elect  not  to  per¬ 
form  section  1513  functions  the  final 
regulations  have  been  amended  at 
§  123.504  to  indicate  that  the  prelimi¬ 
nary  State  health  plan  in  these  States 
is  a  plan  comparable  in  scope  to  the 
health  systems  plan  required  by  42 
CFR  122.107(c)(2)  for  health  systems 
agencies.  The  SHCC  is  to  conduct  a 
public  hearing  on  its  proposed  State 
health  plan  after  it  has  reviewed  and 
made  revisions  as  appropriate  to  the 
preliminary  State  health  plan.  It  is 
noted  that  in  those  States  which  per¬ 
form  section  1513  functions,  the  pre¬ 
liminary  State  health  plan  shall  be 


deemed  to  be  the  health  systems  plan 
for  the  State  for  the  purpose  of  carry¬ 
ing  out  its  responsibilities  and  review 
activities. 

Several  commenters  recommended 
that  this  section  prescribe  a  definite 
role  for  subarea  advisory  councils  in 
section  1536  States  and  that  additional 
funding  should  be  provided  for  these 
councils.  Section  1512(c)  of  the  Act 
pertains  to  the  establishment  of  sub- 
area  advisory  councils  by  health  sys¬ 
tems  agencies  only  and  the  establish¬ 
ment  of  these  councils  by  health  sys¬ 
tems  agencies  is  voluntary.  The  Secre¬ 
tary  cannot  by  regulation  mandate  the 
establishment  of  subarea  advisory 
councils  in  section  1536  States  or  pro¬ 
vide  additional  funding  solely  for  such 
councils.  However,  a  section  1536  State 
is  not  precluded  from  establishing  su¬ 
barea  health  planning  councils  or  ad¬ 
visory  groups  of  concerned  citizens  to 
advise  the  State  Agency  or  the  SHCC 
on  the  performance  of  its  functions. 
While  the  specific  role  of  these  coun¬ 
cils  must  be  determined  by  each  State, 
the  Secretary  recognizes  that  the  es¬ 
tablishment  of  councils  might  be  one 
way  to  encourage  local  participation  in 
the  health  planning  process.  The  stat¬ 
ute  requires  that  subarea  advisory 
councils  of  health  systems  agencies 
conform  to  the  composition  require¬ 
ments  for  a  health  systems  agency’s 
governing  body.  While  these  composi¬ 
tion  requirements  would  not  apply  in  a 
section  1536  State,  the  Secretary  be¬ 
lieves  it  would  be  desirable  if  at  least 
one-half  of  the  membership  of  any  ad¬ 
visory  council  in  a  section  1536  State 
were  consumers  in  keeping  with  the 
basic  composition  requirements  for  ad¬ 
visory  bodies  under  the  Act.  Funding 
for  councils  in  a  section  1536  State 
may  be  from  the  basic  grant  awards 
received  by  the  State  under  either  sec¬ 
tion  1516  or  1525  of  the  Act;  from 
other  funds  available  to  the  State;  or 
any  combination  thereof. 

Several  commenters  expressed  con¬ 
cern  that  there  is  an  apparent  incon¬ 
sistency  between  the  SHCC  advisory 
function  and  its  approval  or  disapprov¬ 
al  role  in  section  1536  States.  These 
commenters  requested  clarification  as 
to  the  responsibilities  of  a  SHCC  in  a 
section  1536  State.  The  functions  of  a 
SHCC  in  a  section  1536  State  are  the 
same  as  for  a  SHCC  in  a  non-section 
1536  State,  with  the  addition  of  the 
opportunity  for  review  and  comment 
upon  the  following  actions  of  the 
State  Agency,  where  applicable,  before 
they  are  made  final:  Establishment  of 
an  annual  implementation  plan,  the 
development  of  plans  and  projects  to 
achieve  the  objectives  of  the  annual 
implementation  plan,  the  use  of  the 
Area  Health  Services  Development 
Fund,  and  the  review  and  approval  or 
disapproval  of  the  proposed  uses  of 
Federal  funds  under  section  1513(e). 
The  additional  review  and  comment 


responsibilities  of  a  SHCC  in  a  section 
1536  State  relate  to  those  functions 
performed  by  the  State  Agency  which 
are  performed  by  health  systems  agen¬ 
cies  in  other  States.  The  SHCC’s  in¬ 
volvement  provides  for  a  second  level 
review  so  that  the  State  Agency  in  a 
section  1536  State  is  not  making  deci¬ 
sions  with  regard  to  the  activities  de¬ 
scribed  above  based  only  on  its  own 
evaluations.  This  review  and  comment 
responsibility  thereby  provides  an  op¬ 
portunity  for  SHCC  input  where  the 
section  1536  State  Agency  is  undertak¬ 
ing  section  1513  operational  functions, 
and  in  the  Secretary’s  view  substan¬ 
tially  addresses  the  major  concerns  of 
one  commenter  that  the  State  Agency 
in  a  section  1536  State  should  only 
perform  section  1513  functions  after 
consultation  with  the  SHCC. 

One  comment  expressed  concern 
that  the  regulations  fail  to  mandate  a 
section  1536  State  Agency  to  coordi¬ 
nate  its  planning  efforts  with  the 
health  systems  agencies  within  the  ap¬ 
propriate  standard  metropolitan  sta¬ 
tistical  area.  It  is  noted  that  a  section 
1536  State  Agency  which  performs 
health  systems  agency  functions  is  re¬ 
quired  to  coordinate  its  activities  and 
seek  to  enter  into  written  agreements 
with  health  systems  agencies  within 
appropriate  standard  metropolitan 
statistical  areas  in  accordance  with 
§  122.107(c)(12)  of  the  final  Health 
Systems  Agencies  Regulations. 

Subpart  C— Grants  to  State  Health 

Planning  and  Development  Agencies 

§  123.204  GRANT  AWARD 

A  number  of  comments  were  re¬ 
ceived  recommending  changes  in 
§  123.204(b)  as  proposed.  Several  com¬ 
menters  suggested  that  the  minimum 
grant  authorized  by  this  section  be  re¬ 
duced  to  one  percentum  of  the  amount 
available  for  grants  under  section  1525 
in  order  to  provide  more  funds  to  the 
most  populous  States,  while  other 
commenters  expressed  concern  that 
any  reduction  in  the  minimum  grant 
would  result  in  many  States  (those 
with  smaller  populations)  having  inad¬ 
equate  resources  to  carry  out  the  func¬ 
tions  required  by  the  Act.  Comments 
on  another  aspect  of  the  proposed 
grant  formula  indicated  that  popula¬ 
tion  alone  should  not  be  the  basis  for 
allocating  funds,  but  that  other  fac¬ 
tors  such  as  geographic  area,  number 
of  health  systems  agencies  in  the 
State,  and  the  scope  of  activities  to  be 
undertaken  by  the  State  should  also 
be  considered.  In  developing  the  for¬ 
mula  in  the  proposed  rules,  the  Secre¬ 
tary  gave  consideration  to  a  number  of 
factors  and  various  alternatives.  Delib¬ 
erations  occurred  both  within  the  De¬ 
partment  and  with  interested  parties 
outside  the  Department.  It  was  deter¬ 
mined  that  to  fund  State  Agencies  in- 
tially  using  population  as  the  only  cri- 
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terion  together  with  a  proviso  for  a 
minimum  grant  award  was  the  most 
equitable  formula  for  distribution  of 
the  available  funds.  The  application  of 
this  formula  resulted  in  levels  of  fund¬ 
ing  for  State  Agencies  compatible  with 
the  support  provided  their  predecessor 
comprehensive  health  planning  agen¬ 
cies  and  the  support  to  States  for  ac¬ 
tivities  under  section  1122  of  the 
Social  Security  Act.  The  decision  is  to 
retain  the  grant  allocation  formula  as 
proposed  since  there  is  not  yet  a  suffi¬ 
cient  history  of  agency  performance 
upon  which  to  base  a  change  in  ap¬ 
proach.  However,  as  agencies  acquire 
more  operational  experience  and  the 
impact  of  the  formula  on  agency  oper¬ 
ations  can  be  assessed,  the  Secretary 
will  consider  modifying  the  formula. 
When  an  analysis  of  the  formula  is 
initiated,  the  recommendations  of  the 
commenters  will  be  considered. 

One  commenter  suggested  that  the 
use  of  population  estimates  by  State 
Centers,  which  are  established  in  each 
State  for  providing  population  esti¬ 
mates  to  the  Bureau  of  the  Census, 
would  give  more  accurate  population 
data  for  purposes  of  computing  the 
grant  award.  With  regard  to  this  com¬ 
ment,  the  Secretary  notes  that  not  all 
States  have  the  capacity  to  produce 
accurate  estimates.  Rather,  each  State 
currently  provides  raw  data  to  the 
Bureau  of  the  Census  which  refines 
this  data  in  making  its  estimate.  In  ad¬ 
dition,  Office  of  Management  and 
Budget  Circular  A-46  requires  that 
the  data  on  total  population  used  in 
determining  the  amount  of  a  grant 
award  shall  be  the  most  current  and 
comprehensive  published  by  the 
Bureau  of  the  Census. 

The  suggested  revisions  have,  there¬ 
fore,  not  been  accepted.  The  Secretary 
will,  however,  make  available  and  pub¬ 
lish  annually  in  the  Federal  Register 
a  list  of  all  States  and  their  popula¬ 
tions  as  determined  for  purpose  of  this 
section.  Language  to  this  effect  has 
been  added  to  the  final  regulations. 

Several  commenters  suggested  delet¬ 
ing  the  provision  contained  in 
§  123.204(b)(3)(ii)  that  the  Secretary 
can  make  a  determination  as  to  a 
lesser  grant  award  on  his  estimate  of 
the  operating  costs  of  the  State 
Agency  during  the  grant  period.  A  re¬ 
lated  comment  suggested  deleting 
§  123.204(bX3)(ii)  and  substituting  a 
new  subparagraph  which  would  read, 
“The  Secretary’s  review  of  the  State 
Agency  should  be  limited  to  an  assess¬ 
ment  of  the  proposed  work,  it  should 
not  deal  with  the  State  Agency’s  de¬ 
termination  of  the  costs  of  doing  its 
work.”  The  Secretary  must  retain  the 
prerogative  of  reviewing  applications 
and  making  determinations  of  funding 
levels  to  preclude  awarding  grants  in 
excess  of  the  amounts  actually  needed 
for  the  operation  of  State  Agencies. 
Moreover,  section  1525(a)  of  the  Act 


requires  that  the  amount  of  any  grant 
shall  be  determined  by  the  Secretary 
and  may  not  exceed  75  percentum  of  a 
State  Agency’s  operating  costs.  The 
suggested  revisions,  therefore,  have 
not  been  made. 

In  determining  the  amount  of  the 
grant  award  in  accordance  with  the 
criteria  established  by  this  section,  the 
Secretary  will  make  a  full  twelve- 
month  allocation  of  the  grant  award 
amount  when  a  State  has  made  appli¬ 
cation  for  a  twelve-month  Designation 
Agreement.  In  those  instances  where  a 
State  has  made  application  for  a  Des¬ 
ignation  Agreement  for  a  period  of 
less  than  twelve  months,  the  amount 
of  the  grant  will  be  proportionately  re¬ 
duced.  Section  123.204  has  been  re¬ 
viewed  to  provide  for  this  situation. 

§  123.205  GRANT  PAYMENTS 

One  comment  suggested  adding  the 
requirement  that  Federal  grant  pay¬ 
ments  must  be  made  during  the  fiscal 
year  in  which  the  expenses  were  in¬ 
curred  or  within  90  days  thereafter. 
The  Secretary  notes  that  all  grants  to 
State  agencies  are  made  in  accordance 
with  the  Department’s  Federal  Assist¬ 
ance  Financing  Systems  (DFAFS) 
which  uses  either  letter  of  credit  or 
cash  request  as  the  payment  mecha¬ 
nism  for  State  agencies.  The  primary 
objective  of  DFAFS  is  to  facilitate 
cash  availability  to  grantees  while  con¬ 
trolling  the  flow  of  cash  withdrawals 
from  the  U.S.  Treasury.  Under  the 
monthly  cash  request  method,  the  re¬ 
cipient  forecasts  his  monthly  cash 
needs  in  advance  and  is  provided  cash 
monthly  to  cover  these  anticipated 
disbursements.  The  letter  of  credit 
document  is  a  commitment  certified 
by  DFAFS,  indicating  a  dollar  amount 
available  to  a  designated  recipient 
based  on  their  average  monthly  dis¬ 
bursements.  The  monthly  amount  es¬ 
tablished  is  available  for  drawdown  by 
the  recipient  as  needed  during  the 
month  by  processing  a  payment 
voucher  through  the  recipient’s  local 
commercial  bank  to  a  Federal  Reserve 
Bank  or  one  of  its  branches.  In  light 
of  this,  the  Secretary  sees  no  need  to 
add  the  suggested  language. 

§  123.206  USE  OF  GRANT  FUNDS 

A  number  of  questions  have  been 
raised  by  State  governments  and 
others  concerning  the  availability  of 
funds  granted  under  section  1525  of 
the  Act  to  assist  States  in  carrying  out 
their  continuing  responsibilities  for 
monitoring  assurances  (including  “rea¬ 
sonable  volume”  and  “community  ser¬ 
vice”  assurances)  provided  by  facilities 
in  connection  with  assistance  (grants, 
loans,  and  loan  guarantees)  provided 
under  Title  VI  of  the  Act.  The  Secre¬ 
tary  has  concluded  that  the  cost  of 
such  activities,  when  carried  out  by  a 
State  agency  of  a  State  which  partici¬ 
pates  in  the  Title  XVI  program,  may 


be  paid  from  section  1525  funds.  Sec¬ 
tion  1525  grants  are  made  to  State 
agencies  “to  assist  them  in  meeting 
the  costs  of  their  operation”  (section 
1525(a)).  The  legislative  history  of 
Pub.  L.  93-641  clearly  indicates  that 
such  costs  may  include,  in  addition  to 
the  costs  of  carrying  out  the  functions 
described  in  section  1523,  the  costs  to 
the  State  agency  of  “administering 
the  program  required  under”  Title 
XVI  (see  H.  Rept.  No.  93-1382,  93rd 
Cong.,  2d  Sess.  (September  26,  1974) 
on  pp.  79  and  83).  Section  1602(6)  of 
the  Act  requires  the  issuance  by  the 
Secretary  of  regulations  which,  inter 
alia,  prescribe  the  manner  in  which 
entities  assisted  under  either  Title  VI 
or  Title  XVI  “shall  be  required  to 
comply  with  the  assurances  required 
to  be  made  at  the  time  such  assistance 
was  received.”  In  light  of  the  pre-exist¬ 
ing  obligation  of  States  to  enforce 
Title  VI  assurances,  section  1602(6) 
provides  authority  for  the  Secretary 
to  prescribe,  by  regulation,  the 
manner  in  which  States  must  carry 
out  that  obligation.  Thus,  to  the 
extent  that  the  monitoring  and  en¬ 
forcement  of  assurances  is  performed 
or  supervised  by  the  State  agency  pur¬ 
suant  to  such  regulations,  such  activi¬ 
ties  will  be  considered  part  of  the  ad¬ 
ministration  of  the  Title  XVI  pro¬ 
gram,  and  their  cost  may  be  paid  from 
the  section  1525  grant.  Section 
123.206(a)  has  been  revised  according¬ 
ly.  Further  guidance  on  the  perfor¬ 
mance  of  this  responsibility  by  State 
agencies  is  contained  in  Program 
Letter  76-07,  issued  on  June  30,  1976, 
by  the  Bureau  of  Health  Planning  and 
Resources  Development. 

§  123.207  NONDISCRIMINATION 

One  commenter  expressed  concern 
that  there  was  no  mention  of  sex  or 
age  in  the  nondiscrimination  section. 
This  was  an  oversight  in  the  drafting 
of  the  proposed  regulations  not  cor¬ 
rected  in  the  interim  regulations.  Ap¬ 
propriate  language  has  been  added  in 
the  final  regulations  to  prohibit  dis¬ 
crimination  on  the  basis  of  age,  sex, 
creed,  or  marital  status. 

Another  concern  expressed  by  the 
commenter  was  that  the  regulation 
should  contain  a  brief  statement  re¬ 
garding  the  requirements  of  45  CFR 
Part  80  concerning  the  development  of 
affirmative  action  plans.  Affirmative 
action  plans  are  required  only  when  a 
determination  is  made  that  a  State  is 
not  in  compliance  with  45  CFR  Part 
80.  The  Secretary  thinks  it  would  be 
unwise  to  include  in  these  regulations 
a  brief  statement,  which  by  its  very 
nature  would  be  an  incomplete  de¬ 
scription  of  requirements  for  affirma¬ 
tive  action  plans  under  45  CFR  Part 
80,  and,  therefore,  the  suggested  addi¬ 
tion  has  not  been  made.  All  Sti»*e 
agencies  must,  of  course,  comply  with 
the  requirements  of  45  CFR  Part  80. 
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§  123.208  GRANTEE  ACCOUNTABILITY 

One  comment  suggested  that  the 
wording  of  this  section  be  changed  to 
require  only  an  accounting  for  the 
non-Federal  funds  used  to  match  the 
grant  award.  The  Secretary  believes 
that  this  provision  must  be  retained  as 
stated  (i.e.,  requiring  an  accounting 
for  all  funds,  both  Federal  and  non- 
Federal,  expended  in  carrying  out  the 
approved  activities)  in  order  to  deter¬ 
mine  that  the  requirements  for  the  ex¬ 
penditure  of  non-Federal  funds,  both 
as  they  relate  to  State  agency  expendi¬ 
ture  of  matching  funds  and  mainte¬ 
nance  of  effort  requirements  under 
§  123.203(b)(2),  have  been  met.  Howev¬ 
er,  States  need  account  only  for  non- 
Federal  funds  used  in  carrying  out  the 
approved  activities  related  to  Pub.  L. 
93-641. 

§  123.210  ADDITIONAL  CONDITIONS 

Numerous  comments  were  received 
concerning  the  authority  for  the  impo¬ 
sition  of  additional  conditions  on 
grant  awards  contained  in  §  123.210.  In 
summary,  the  commenters  felt  that 
the  language  of  this  section  provides 
the  Secretary  with  open-ended  author¬ 
ity  to  prescribe  additional  conditions 
and  is  too  broad.  They  suggested 
either  that  this  section  be  deleted  or 
that  changes  be  made  in  the  language 
of  the  section.  Section  1525(b)  of  the 
Act  states  that  grants  shall  be  made 
on  such  terms  and  conditions  as  the 
Secretary  may  prescribe.  Section 
123.210  is  a  standard  provision  includ¬ 
ed  in  grant  programs  administered  by 
the  Public  Health  Service.  The  pur¬ 
pose  of  the  provision,  which  the  Secre¬ 
tary  has  chosen  to  retain,  is  to  indi¬ 
cate  that  other  conditions  consistent 
with  the  statute  and  regulations  or  for 
the  purposes  contained  in  this  section 
(to  assure  or  protect  advancement  of 
the  approved  activity,  the  interests  of 
the  public  health,  or  the  conservation 
of  grant  funds)  may  be  added  at  the 
time  or  prior  to  the  award.  Such  condi¬ 
tions  will  normally  be  the  subject  of 
prior  discussions  between  Department 
staff  and  grantees. 

§123.211  ADDITIONAL  GRANTS  TO  CER¬ 
TAIN  STATE  AGENCIES— SECTION  1536  OF 

THE  ACT 

To  avoid  the  confusion  which  may 
arise  from  cross-referencing  to 
§  122.208  of  the  final  Health  Systems 
Agency  Regulations,  a  new  section  on 
the  use  of  section  1516  grant  funds  by 
a  section  1536  State  has  been  added  as 
part  of  §  123.501  of  new  Subpart  F 
(“Special  Provisions  for  Certain 
States— Section  1536  of  the  Act”)  of 
the  final  regulations  which  simply 
states  that  such  funds  must  be  used  in 
accordance  with  the  requirements  of 
section  1516.  The  additional  require¬ 
ments  applicable  to  a  health  systems 
agency’s  use  of  these  funds  found  in 


§  122.208  concerning  employment  of 
consultants  and  contracting  for  ser¬ 
vices  have  also  been  deleted  as  the 
Secretary  recognizes  that  to  the 
extent  feasible  section  1536  States 
should  be  allowed  to  develop  a  unified 
system  for  carrying  out  their  responsi¬ 
bilities  under  Pub.  L.  93-641. 

One  commenter  recommended  that 
the  State  agency  in  a  section  1536 
State  be  permitted  to  submit  a  single 
unified  budget  covering  both  health 
systems  agency  and  State  agency  func¬ 
tions,  as  this  approach  would  be  ad¬ 
ministratively  more  efficient.  In  gener¬ 
al,  the  Secretary  wishes  to  accommo¬ 
date  the  point  of  this  comment,  and 
the  procedures  prescribed  by  the  De¬ 
partment  for  such  applications  require 
one  application  and  one  budget.  How¬ 
ever,  as  part  of  the  application,  it  is 
necessary  for  States  to  provide  a 
breakdown  in  their  budgets  describing 
the  amount  to  be  expended  for  health 
systems  agency  functions  and  the 
amount  for  State  agency  functions. 
This  specificity  by  function  is  neces¬ 
sary  because,  among  other  things,  the 
grant  to  be  made  to  the  State  agency 
under  section  1525  of  the  Act  may  not 
exceed  75  percent  of  the  cost  of  oper¬ 
ation  for  State  agency  activities  pursu¬ 
ant  to  section  1523  (as  well  as  costs  as¬ 
sociated  with  Title  XVI  activities). 

However,  with  respect  to  accounting 
for  the  expenditures  of  funds  received 
under  section  1516  and  section  1525,  a 
section  1536  State  may  adopt  a  unified 
accounting  system.  Those  expendi¬ 
tures  which  are  clearly  attributable  to 
an  identifiable  activity,  such  as  prep¬ 
aration  of  the  State  medical  facilities 
plan,  should  be  charged  against  the 
appropriate  section’s  funds.  For  those 
activities  which  contribute  to  the  per¬ 
formance  of  the  total  planning  effort 
and  cannot  be  identified  as  either 
health  systems  agency  or  State  agency 
functions  per  se,  an  estimated  percent¬ 
age  may  be  used  to  allocate  the  funds 
between  the  two  grants.  Since  both 
grants  support  one  program  activity, 
professional  staff  salaries  need  not  be 
prorated  but  may  be  charged  for  ac¬ 
counting  purposes  against  either 
grant. 

Subpart  D— Statewide  Health 
Coordinating  Councils 

§  123.301  PURPOSE  AND  SCOPE 

One  comment  requested  clarification 
of  the  relationship  between  the  State 
agency  and  the  Statewide  Health  Co¬ 
ordinating  Council,  especially  their  re¬ 
spective  roles  in  the  approval  or  disap¬ 
proval  of  applications  for  the  use  of 
(certain)  Federal  funds.  The  statute 
(section  1524(c)(6))  mandates  that  the 
SHCC  review  annually  and  approve  or 
disapprove  any  State  plan  and  any  ap¬ 
plication  submitted  to  the  Secretary  as 
a  condition  to  the  receipt  of  certain 
Federal  funds  under  allotments  made 


to  States  under  the  Public  Health  Ser¬ 
vice  Act,  the  Community  Mental 
Health  Centers  Act,  or  the  Compre¬ 
hensive  Alcohol  Abuse  and  Alcoholism 
Prevention,  Treatment  and  Rehabili¬ 
tation  Act  of  1970.  Preceding  the  Initi¬ 
ation  of  the  review  function,  each 
SHCC  will  be  required  to  develop  its 
own  review  procedures  and  criteria  for 
this  activity.  While  the  statute  does 
not  prescribe  a  role  for  the  State 
agency  in  terms  of  approval  or  disap¬ 
proval  of  State  plans  and  applications, 
the  SHCC  may  wish  to  request  the 
review  and  comment  of  State  agency 
staff  on  the  State  plans  and  applica¬ 
tions  submitted  to  the  SHCC.  Func¬ 
tions  of  SHCC's  in  section  1536  States 
have  been  discussed  in  connection 
with  comments  received  on  §  123.110. 
Further  in  this  regard,  the  predecessor 
agencies  to  States  agencies,  section 
314(a)  CHP  agencies,  had  authority  by 
both  statute  and  regulation  to  review 
and  comment  upon  certain  proposed 
actions  pertinent  to  the  disbursement 
of  Federal  funds  under  allotments.  It 
should  be  noted  that  section  5(c)(1)  of 
Pub.  L.  93-641,  by  providing  that  any 
reference  in  law  or  regulation  to  a  sec¬ 
tion  314(a)  agency  will  be  considered  a 
reference  to  a  State  agency  designated 
under  section  1521,  continues  to  pro¬ 
vide  an  opportunity  for  review  and 
comment  by  State  agencies  as  succes¬ 
sors  to  the  CHP  agencies  where  en¬ 
abling  legislation  or  regulations  pre¬ 
scribe  this  role  for  CHP  State  agen¬ 
cies. 

§  123.302  ESTABLISHMENT  OF 
STATEWIDE  HEALTH  COORDINATING 
COUNCIL 

One  commenter  suggested  that  this 
paragraph,  which  provides  that  a 
SHCC  may  not  be  established  until 
health  systems  agencies  for  one-half 
or  more  of  the  health  service  areas  in 
the  State  are  designated,  should  read 
“conditionally  designated”  rather 
than  “designated.”  The  Secretary  does 
not  see  the  need  to  change  this  lan¬ 
guage  since  the  term  “designated”  ap¬ 
plies  to  both  conditional  and  full  des¬ 
ignation. 

Some  comments  suggested  that 
SHCC’s  not  be  established  and  final 
regulations  on  SHCC’s  not  be  pub¬ 
lished  until  all  health  systems  agen¬ 
cies  are  designated  and  performing 
their  functions.  The  commenters  were 
concerned  that  if  the  SHCC  becomes 
operational  prior  to  designation  of  all 
health  systems  agencies,  major  deci¬ 
sions  will  occur  at  the  State  level  with¬ 
out  significant  participation  from  all 
local  areas.  Another  suggestion  re¬ 
ceived  was  that  the  SHCC  not  be  es¬ 
tablished  until  the  State  agency  has 
been  designated.  The  Secretary  is  con¬ 
cerned  that  adoption  of  these  recom¬ 
mendations  would  delay  the  develop¬ 
ment  and  implementation  of  the  State 
health  plan  and  the  suggested  revi- 


FEDERAL  REGISTER,  VOL.  43,  NO.  48— FRIDAY,  MARCH  10,  1978 


10116 


RULES  AND  REGULATIONS 


sions,  therefore,  have  not  been  made. 
However,  to  ensure  involvement  of 
health  systems  agencies  in  the  devel¬ 
opment  of  the  State  health  plan,  the 
Secretary  has  retained  the  require¬ 
ment  that  a  SHCC  cannot  be  estab¬ 
lished  until  one-half  or  more  of  the 
health  systems  agencies  in  the  State 
have  been  designated.  It  is  noted  that 
a  SHCC  must  be  established  before 
the  Secretary  may  enter  into  a  full 
designation  agreement  with  the  Gov¬ 
ernor  of  a  State.  As  previously  indicat¬ 
ed  with  respect  to  the  clarification 
made  in  §  122.103,  a  SHCC  will  be  con¬ 
sidered  by  the  Secretary  to  be  “estab¬ 
lished”  when  its  members  have  been 
appointed  in  accordance  with  the  pro¬ 
visions  of  section  1524  of  the  Act  and 
Subpart  D  of  Part  123. 

One  commenter  requested  clarifica¬ 
tion  as  to  whether  another  entity  of 
the  State  may  perform  SHCC  func¬ 
tions  in  the  absence  of  a  formally  con¬ 
stituted  SHCC.  As  noted  above,  there 
is  not  authority  under  the  statute  for 
delegation  of  any  SHCC  functions. 

§  123.303  COMPOSITION  OF  SHCC 

Numerous  comments  were  received 
which  related  to  the  nominations 
made  by  health  systems  agencies  to 
the  SHCC.  Several  commenters  sug¬ 
gested  that  requirements  be  added 
which  would  make  the  nominations 
more  representative  of  the  constituen¬ 
cy  of  the  health  service  area.  These  in¬ 
cluded  suggestions  that  the  nominees 
must  be  individuals  who  reside  in  the 
health  service  area  and/or  that  they 
must  be  members  of  the  health  sys¬ 
tems  agency’s  governing  body,  as  well 
as  suggestions  that  they  must  be 
broadly  representative  of  the  social, 
linguistic,  and  racial  populations  of 
the  area.  Several  commenters,  howev¬ 
er,  made  suggestions  which  would  pre¬ 
clude  individuals  who  were  members 
of  the  health  systems  agency  govern¬ 
ing  body  from  being  nominated  to  the 
SHCC.  These  commenters  observed 
that  there  is  an  inherent  conflict  of  in¬ 
terest  if  health  systems  agency  gov¬ 
erning  body  members  also  serve  on  the 
SHCC  which  has  review  and  oversight 
responsibilities  relating  to  health  sys¬ 
tems  agency  functions.  Generally, 
these  commenters  suggested  prohibit¬ 
ing  altogether  or  severly  limiting  the 
nomination  of  health  systems  agency 
governing  body  members  or  staff. 

Another  large  group  of  comments  re¬ 
quested  that  representation  of  various 
providers,  including  providers  of 
mental  health,  drug  and  alcohol  abuse 
services,  and  health  maintenance  orga¬ 
nizations  be  required. 

The  Secretary  is  concerned  that  no 
one  portion  of  the  health  care  provid¬ 
er  community  or  of  the  general  public 
dominate  the  SHCC  and,  therefore, 
encourages  health  systems  agencies  in 
their  nomination  procedures  and  the 
Governor  in  his  or  her  selection  proce¬ 


dure  to  establish  a  SHCC  which  repre¬ 
sents  a  variety  of  interests.  However, 
the  Secretary  has  declined  to  regulate 
in  this  area  because  he  views  it  as  in¬ 
terference  with  the  internal  workings 
of  the  organization  created  pursuant 
to  the  Act.  In  addition,  the  necessity 
for  further  regulation  in  this  area  has 
not  been  demonstrated  in  the  relative¬ 
ly  short  history  of  SHCC  development 
throughout  the  country.  In  the  Secre¬ 
tary’s  view,  the  governing  principle  is 
that  a  health  systems  agency  should 
be  satisfied  that  its  nominees  will  ade¬ 
quately  represent  its  interests  on  the 
SHCC.  Moreover,  with  respect  to 
those  comments  concerning  health 
systems  agency  governing  body  mem¬ 
bers  on  the  SHCC,  the  Secretary 
wishes  to  point  out  that  the  legislative 
history  of  Pub.  L.  93-641  indicates  a 
clear  intention  on  the  part  of  Congress 
that  health  systems  agency  represen¬ 
tatives  be,  in  general,  residents  of  the 
health  service  area  and  members  of 
the  health  systems  agency’s  governing 
body  (H.R.  Kept.  No.  93-1382,  81 
(1974)). 

Further,  the  Secretary  wishes  to 
point  out  that  in  those  instances 
where  the  health  systems  agency  is  a 
public  regional  planning  body  or  single 
unit  of  general  local  government,  the 
regular  governing  board  of  such 
agency  may  either  exercise  the  au¬ 
thority  to  make  nominations  of  the 
health  systems  agency  representatives 
to  the  SHCC  or  delegate  the  authority 
to  make  the  nominations  to  the  gov¬ 
erning  body  for  health  planning  of  the 
health  systems  agency. 

Regarding  the  overall  composition 
of  the  SHCC,  several  comments  were 
received  regarding  the  requirements 
for  consumer  and  provider  representa¬ 
tion  on  the  SHCC  and  several  com¬ 
menters  suggest  ecL revisions  in  the  per¬ 
centage  of  members  of  the  SHCC  who 
must  be  consumers.  The  suggestions 
included  several  recommendations  to 
increase  consumer  representation  on 
the  SHCC  and  a  number  of  comments 
which  stated  that  the  proposed  estab¬ 
lishment  of  a  sixty  percent  limit  on 
consumer  members  imposes  a  math¬ 
ematical  obstacle  for  achieving  the  ap¬ 
propriate  consumer/provider  distribu¬ 
tion  in  certain  States.  One  commenter 
was  concerned  that  the  requirements 
for  a  consumer  majority  could  lead  to 
delay,  confusion  and  complications  be¬ 
cause  such  individuals  would  be  new  to 
the  health  planning  process. 

In  light  of  these  comments  the  Sec¬ 
retary  has  decided  to  delete  the  per¬ 
centage  limitations  added  in  the  regu¬ 
lations,  and  revert  to  the  statutory 
language  which  requires  that  no  less 
than  one-half  of  the  representatives  of 
a  health  systems  agency  must  be  con¬ 
sumers  and  that  a  majority  of  appoint¬ 
ments  made  by  the  Governor  must  be 
consumers.  While  the  Secretary  has 
decided  to  retain  only  the  statutory 


provisions  in  the  final  regulations,  it 
should  be  emphasized  that  the  origi¬ 
nal  intent  of  the  limitation  on  consum¬ 
er  members,  to  ensure  that  both  pro¬ 
viders  and  consumers  would  be  repre¬ 
sented  on  the  SHCC,  has  not  changed. 
If  further  experience  indicates  that 
SHCCs  are  grossly  Unbalanced  in 
terms  of  either  provider  or  consumer 
members,  the  Secretary  will  reconsider 
the  need  to  regulate  on  this  matter. 

With  respect  to  the  comment  that  a 
consumer  majority  on  the  SHCC  will 
lead  to  delay  and  confusion,  it  is  noted 
that  there  is  a  requirement  for  the  ori¬ 
entation  of  all  SHCC  members  under 
§  123.106(b)(3).  In  addition,  consumer 
representation  on  the  SHCC  was  con¬ 
sidered  by  the  Congress  to  be  essential 
to  the  successful  implementation  of 
the  health  planning  process. 

One  commenter  stated  that  the  ad¬ 
dition  of  the  phrase  “under  this  para¬ 
graph”  to  the  provision  contained  in 
$  123.303(b)(2)  that  a  majority  of  the 
appointments  made  by  the  Governor 
to  the  SHCC  shall  be  consumers  is 
more  restrictive  than  the  statutory  re¬ 
quirement  in  this  regard  (section 
1524(b)(1)(B)).  Since  the  requirement 
that  a  majority  of  persons  appointed 
by  the  Governor  be  consumers  is  part 
of  a  limitation  on  the  Governor’s  ap¬ 
pointments  in  paragraph  (b)(1)(B)  of 
section  1524,  dealing  with  appoint¬ 
ments  in  addition  to  those  from  nomi¬ 
nees  of  the  health  systems  agencies,  it 
is  clear  in  the  Secretary’s  opinion  that 
the  limitation  of  section  1524(b)(1) 
(BXii)  applies  only  to  the  Governor’s 
appointments  under  that  paragraph. 
This  provision  has,  therefore,  been  re¬ 
tained  in  the  final  regulations. 

Several  comments,  regarding  the  re¬ 
quirement  that  health  systems  agen¬ 
cies  submit  to  the  Governor  a  list  of  at 
least  five  nominees,  ranged  from  the 
suggestion  that  the  requirement  for  a 
list  be  deleted  and  the  Governor  not 
be  given  any  discretion  in  the  selec¬ 
tions  of  health  systems  agency  repre¬ 
sentatives,  to  the  suggestion  that  the 
health  systems  agency  should  be  free 
to  nominate  to  the  SHCC  whomever  it 
pleases  within  the  legal  requirements 
but  that  the  Governor  should  be  al¬ 
lowed  to  suggest  guidelines  and  reject 
nominees.  The  requirement  for  a  list 
of  at  least  five  nominees  submitted  to 
the  Governor  by  each  of  the  health 
systems  agencies  entitled  to  represen¬ 
tation  is  a  statutory  provision  (section 
1524(b)(1)(A))  which  is  designed  to 
provide  the  Governor  some  choice  in 
establishing  the  SHCC,  and  the  re¬ 
quirement,  therefore,  cannot  be  de¬ 
leted.  An  attempt  has  been  made,  how¬ 
ever,  to  clarify  an  apparent  contradic¬ 
tion  noted  by  some  commenters  be¬ 
tween  the  statutory  requirement  and 
the  requirement  in  the  proposed  regu¬ 
lations,  which  was  also  in  the  interim 
regulations,  that  each  health  systems 
agency  shall  submit  to  the  Governor  a 


FEDERAL  REGISTER,  VOL  43,  NO.  48— FRIDAY,  MARCH  10,  1978 


RULES  AND  REGULATIONS 


10117 


list  of  nominees  numbering  at  least 
twice  the  number  of  representatives  to 
which  the  agency  is  entitled.  The 
latter  was  added  by  regulation  in  order 
to  provide  flexibility  to  the  Governor 
in  appointing  the  SHCC,  especially 
where  health  systems  agencies  would 
be  entitled  to  more  than  five  represen¬ 
tatives.  The  language  of  the  final  reg¬ 
ulations  has  been  clarified  to  require 
that  each  health  systems  agency  shall 
submit  to  the  Governor  a  list  of  nomi¬ 
nees  numbering  at  least  twice  the 
number  of  representatives  to  which 
the  agency  is  entitled  or  a  total  of  five, 
whichever  is  greater. 

In  addition,  the  final  regulations 
have  been  revised  to  permit  a  Gover¬ 
nor  of  a  State  to  request  the  health 
systems  agency  to  nominate  less  than 
the  number  of  nominations  required 
under  the  regulations  where  the  Gov¬ 
ernor  decides  that  the  larger  number 
of  nominations  is  unnecessary. 

One  comment  suggested  that  the  ex- 
officio  Veterans’  Administration 
member  on  the  SHCC  should  be  a 
nonvoting  member.  The  requirement 
for  a  Veterans’  Administration  repre¬ 
sentative  on  the  SHCC  is  statutory 
where  two  or  more  hospitals  or  other 
health  care  facilities  of  the  Veterans’ 
Administration  are  located  in  a  State. 
While  an  ex-officio  member  serves,  by 
virtue  of  his  or  her  office,  there  is 
nothing  either  in  the  concept  of  ex-of- 
ficio  or  in  the  statute  to  indicate  that 
this  representative  is  not  entitled  to 
all  of  the  privileges  of  membership  on 
the  SHCC.  The  suggested  change  has, 
therefore,  not  been  made.  The  Veter¬ 
ans’  Administration  representative  on 
the  SHCC  must  have  all  the  privileges 
of  a  regular  SHCC  member  including  a 
vote.  It  should  be  noted  that  under 
section  1524(b)(1)(D)  of  the  Act,  the 
Veterans’  Administration  representa¬ 
tive,  although  considered  a  provider  of 
health  care,  is  not  included  as  either  a 
health  systems  agency  representative 
or  in  the  forty  percent  of  appoint¬ 
ments  which  the  Governor  can  make 
in  addition  to  these  representatives. 

Another  comment  requested  clarifi¬ 
cation  as  to  the  appointment  of  other 
ex-officio  members  of  the  SHCC  in  ad¬ 
dition  to  the  Veterans’  Administration 
representative.  There  is  no  provision 
in  either  the  law  or  regulations  which 
precludes  the  appointment  of  addi¬ 
tional  ex-officio  members  to  the 
SHCC.  However,  unlike  the  Veterans’ 
Administration  representative,  the  ap¬ 
pointment  of  other  ex-officio  members 
to  the  SHCC  would  be  limited  to  the 
forty  percent  of  additional  SHCC 
members  which  the  Governor  may  ap¬ 
point  under  §  123.303(b)  of  the  regula¬ 
tions.  In  addition,  the  appointment  of 
such  ex-officio  members  must  be  in  ac¬ 
cordance  with  the  consumer/provider 
distribution  prescribed  by  the  statute, 
and  such  members  must  be  entitled  to 
the  same  privileges  including  a  vote 


and  be  subject  to  the  same  restrictions 
as  other  appointed  SHCC  members. 

Several  comments  were  received  re¬ 
garding  the  State  residency  require¬ 
ments  for  SHCC  members,  especially 
with  respect  to  its  effect  on  interstate 
health  systems  agencies  and  physi¬ 
cians  who  practice  in  one  State  but 
who  reside  in  a  different  State.  The 
Secretary  believes  that  the  residency 
requirement  for  health  systems 
agency  representatives  to  the  SHCC 
constitutes  an  unnecessary  restriction 
on  the  prerogative  of  the  health  sys¬ 
tems  agency  to  nominate  to  the  SHCC 
those  individuals  which  it  believes  will 
best  serve  its  interests.  Accordingly, 
the  residency  requirement  which  was 
in  both  the  proposed  and  interim  regu¬ 
lations  has  been  deleted  in  the  final 
regulations. 

One  comment  requested  clarification 
of  the  procedure  for  nominations  to 
the  SHCC  for  a  health  service  area  for 
which  a  health  systems  agency  has 
not  yet  been  designated.  The  Secre¬ 
tary  notes  that  the  regulations  make 
no  provision  for  representatives  to  be 
nominated  for  a  health  service  area 
which  does  not  yet  have  a  designated 
health  systems  agency,  and  in  the  Se» 
retary’s  view  it  would  be  inappropriate 
to  prescribe  a  policy  which  would  take 
away  the  prerogative  of  the  health 
systems  agency,  once  it  has  been  desig¬ 
nated,  to  make  the  required  nomina¬ 
tions  to  the  Governor.  In  those  in¬ 
stances  where  the  Governor  does  not 
wish  to  defer  the  establishment  of  the 
SHCC  until  all  health  systems  agen¬ 
cies  are  in  place,  he  may  elect  to  estab¬ 
lish  a  SHCC  once  one-half  or  more  of 
the  health  systems  agencies  in  the 
State  have  been  designated.  This  must 
be  accomplished,  however,  in  compli¬ 
ance  with  the  statutory  requirements 
that  a  SHCC  have  no  fewer  than  six¬ 
teen  health  systems  agency  represen¬ 
tatives  and  that  each  health  systems 
agency  have  the  same  number  of  rep¬ 
resentatives,  with  a  minimum  of  two. 
There  are  a  variety  of  approaches 
which  a  State  might  adopt  to  establish 
a  SHCC,  in  accordance  with  the  statu¬ 
tory  requirements,  before  all  the 
health  systems  agencies  in  the  State 
have  been  designated.  One  approach 
would  be  to  make  some  SHCC  appoint¬ 
ments  on  an  interim  basis  with  terms 
for  some  appointments  to  expire  upon 
the  establishment  of  other  health  sys¬ 
tems  agencies  and  their  submission  of 
nominations  for  the  SHCC  to  the  Gov¬ 
ernor.  This  approach  would  enable  the 
SHCC  to  eventually  revert  to  the 
membership  size  it  would  have  been  if 
all  the  health  systems  agencies  had 
been  designated  at  the  same  time.  A 
second  approach '  would  be  for  the 
Governor  to  retain  an  expanded  SHCC 
by  keeping  all  the  health  systems 
agency  representatives  previously  ap¬ 
pointed  and  requesting  each  addition¬ 
al  health  systems  agency,  as  it  be¬ 


comes  designated,  to  make  nomina¬ 
tions  for  a  number  of  representatives 
equal  to  the  number  of  representatives 
already  appointed  from  each  health 
systems  agency  previously  designated. 

§  123.304  CHAIRMAN  AND  TERMS  OF 
MEMBERSHIP 

Many  comments  expressed  concern 
regarding  the  limitation  on  length  of 
terms  (no  longer  than  three  years)  and 
number  of  consecutive  terms  (no  more 
than  two)  included  in  the  proposed 
regulations,  and  suggested  changes  by 
commenters  ranged  from  requiring  no 
limitations  to  prescribing  a  limit  of 
one  three-year  term.  Two  commenters 
noted  that  the  establishment  of  a 
SHCC  of  odd-numbered  size  would 
make  it  impossible  to  comply  with  the 
requirement  for  staggered  terms  since 
not  more  than  one-third  of  the  mem¬ 
bers’  terms  may  expire  in  a  single 
year.  Another  commenter  requested 
that  the  membership  of  provider 
members  should  be  on  a  rotational 
basis.  After  reviewing  all  the  com¬ 
ments  and  the  experience  with  SHCCs 
established  to  date  concerning  this 
matter,  the  Secretary  has  decided  that 
it  is  unnecessary  to  prescribe  by  regu¬ 
lation  the  specific  length  of  office  for 
SHCC  members.  Therefore,  the  final 
regulations  simply  require  that  SHCC 
members  serve  terms  of  fixed  length. 
While  the  decision  has  been  made  to 
delete  these  requirements  to  prevent 
unnecessary  hardships  on  States  in  or¬ 
ganizing  their  SHCCs,  it  remains  the 
opinion  of  the  Secretary  that  there  is 
considerable  value  in  States  establish¬ 
ing  terms  of  office  for  SHCC  members 
of  reasonable  length  and  staggering 
the  terms  in  a  manner  which  results  in 
approximately  an  equal  number  of 
SHCC  members  being  replaced  each 
year.  The  application  of  these  two 
principles  should  permit  the  SHCC  to 
be  broadly  representative  of  the  con¬ 
stituency  of  the  State  while  providing 
a  degree  of  continuity  to  the  SHCC 
membership. 

§  123.305  BYLAWS 

Several  commenters  suggested  that 
the  bylaws  section  be  retitled,  with 
one  commenter  specifically  stating 
that  the  term  “bylaws”  refers  only  to 
self-governance  by  non-govemmental 
entities.  Since  the  term  “bylaws”  con¬ 
notes  the  internal  operating  proce¬ 
dures  for  a  private  nonprofit  entity, 
the  Secretary  has  retitled  this  section 
“SHCC  Rules”  which  is  considered  a 
more  descriptive  term. 

Many  comments  were  received  con¬ 
cerning  the  manner  in  which  the  rules 
governing  the  SHCC  should  be  devel¬ 
oped.  Several  commenters  felt  that 
the  SHCC  should  develop  its  own  rules 
subject  to  the  approval  of  the  Gover¬ 
nor;  others  suggested  that  this  section 
should  make  a  distinction  between 
those  rules  the  Governor  may  estab- 
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lish  for  the  SHCC  and  those  that 
should  be  self -generated. 

After  careful  consideration  of  this 
matter,  the  Secretary  has  concluded 
that  while  it  is  appropriate  for  the  De¬ 
partment  to  mandate  certain  mini¬ 
mum  rules  which  must  govern  the 
SHCC’s  activities,  which  are  discussed 
below,  it  is  unnecessary  for  the  Secre¬ 
tary  to  mandate  the  manner  in  which 
these  rules  are  established.  Thus,  the 
final  regulations  simply  require  that 
the  SHCC  shall  be  governed  by  writ¬ 
ten  rules  which  set  forth  the  policies 
and  procedures  for  the  functioning  of 
the  SHCC,  and  provided  that  certain 
minimum  rules  must  be  developed.  If 
the  Secretary  determines,  based  upon 
a  review  of  the  performance  of  SHCCs 
throughout  the  country,  that  SHCC 
performance  of  the  statutorily  man¬ 
dated  functions  is  being  adversely  af¬ 
fected  by  this  approach,  the  Secretary 
will  revise  these  regulations. 

With  respect  to  the  minimum  rules 
themselves,  the  Secretary  has  decided 
as  previously  discussed  that  the  re¬ 
quirement  in  proposed  §  123.305(a)  re¬ 
lating  to  the  SHCC’s  organizational 
structure  and  relationship  to  the  Gov¬ 
ernor  and  the  State  agency  is  more  ap¬ 
propriately  included  as  part  of  the 
State  administrative  program  require¬ 
ment  that  the  State  program  provide 
for  adequate  consultation  with,  and 
authority  for,  the  SHCC  (section 
1522(b)(3)).  Accordingly,  §  123.104 
(b)(4)  of  the  final  regulations  has  been 
revised  to  include  this  requirement. 

Several  comments  were  also  received 
requesting  clarification  of  the  term 
“business  meetings”  as  it  relates  to  the 
requirement  that  SHCC  business 
meetings  be  open  to  the  public.  The 
final  regulations  have  been  revised  to 
define  “business  meetings”  as  meet¬ 
ings  at  which  the  SHCC  acts  to  carry 
out  its  functions  under  the  Act.  This 
definition  is  substantially  identical  to 
that  for  health  systems  agency  oper¬ 
ations  (42  CFR  122.109),  which  are 
governed  by  a  similar  statutory  re¬ 
quirement. 

The  language  of  the  proposed  regu¬ 
lations  concerning  requirements  for 
conflict  of  interest  has  also  been  re¬ 
vised  to  provide  that  they  must  be  de¬ 
signed  to  preclude  use  of  membership 
on  the  SHCC  for  purposes  which  are 
or  give  appearance  of  being  motivated 
by  private  gain.  Again,  this  makes  the 
SHCC  rules  in  this  regard  comparable 
to  those  applicable  to  health  systems 
agencies  (42  CFR  122.104(b)(l)(ix)). 

The  Secretary  wishes  to  point  out 
that  the  listing  of  areas  that  must  be 
included  in  the  SHCC  operating  rules 
is  only  a  minimum,  and  wishes  to  en¬ 
courage  the  development  of  more  ex¬ 
tensive  operating  rules  covering  such 
areas  as  procedures  for  giving  notice 
to  the  public  of  business  meetings, 
quorum  requirements,  and  scheduling 
of  meetings. 


Finally,  several  comments  requested 
clarification  of  the  role  of  standing  or 
executive  committees  in  the  function¬ 
ing  of  a  SHCC.  One  commenter  recom¬ 
mended  that  the  SHCC  should  be  able 
to  delegate  to  an  executive  committee 
the  authority  to  take  any  action  the 
SHCC  is  authorized  to  take  except  ap¬ 
proval  of  the  State  health  plan  and 
the  State  medical  facilities  plan.  It  is 
the  Secretary’s  view  that  while  such 
committees  can  be  established  to  pro¬ 
vide  recommendations  to  the  SHCC  in 
carrying  out  its  responsibilities  under 
the  Act,  there  is  no  statutory  basis  for 
the  SHCC  delegating  substantive  deci¬ 
sionmaking  authority  concerning  its 
responsibilities  to  these  committees. 
The  recommended  changes,  therefore, 
have  not  been  made. 

§  123.306  FUNCTIONS 

Concerning  the  functions  of  a 
SHCC,  several  commenters  stated  that 
the  proposed  regulations  were  not 
clear  as  to  whether  the  SHCC  should 
be  an  advisory  or  a  policy  council.  The 
regulations,  however,  simply  reflect 
the  dual  roles  assigned  by  the  statute 
to  the  SHCC,  some  of  which  are  advi¬ 
sory  and  others  which  are  policy  deci¬ 
sions.  For  example,  it  is  the  SHCC’s 
responsibility  to  advise  the  State 
agency  generally  on  the  performance 
of  its  functions,  which  would  include 
the  areas  of  planning  policies,  plan 
formats,  training  activities  and  the  de¬ 
velopment  of  review  procedures  and 
criteria.  On  the  other  hand,  the  SHCC 
has  by  statute  the  responsibility  to 
review  and  approve  or  disapprove  cer¬ 
tain  State  plans  required  for  Federal 
allotment  programs;  to  establish  the 
State  health  plan;  and  to  make  a  de¬ 
termination  as  to  whether  the  pro¬ 
posed  State  medical  facilities  plan  is 
consistent  with  the  State  health  plan. 

Several  commenters  suggested  that 
this  section  should  be  amended  to 
state  that  the  SHCC,  “assisted  by  the 
State  Health  Planning  and  Develop¬ 
ment  Agency,”  shall  perform  certain 
functions.  The  State  agency’s  respon¬ 
sibility  to  assist  the  SHCC  is  already 
contained  in  $  123.106(b)(3)  of  the  reg¬ 
ulations  and  inclusion  of  a  similar  ref¬ 
erence  is  { 123.306  would  be  duplica¬ 
tive.  Therefore,  no  revision  to  the  reg¬ 
ulations  has  been  made. 

One  commenter  requested  clarifica¬ 
tion  as  to  the  functions  to  be  per¬ 
formed  by  a  SHCC  where  a  State 
agency  has  entered  into  a  Conditional 
Designation  Agreement.  In  setting 
forth  the  functions  to  be  performed  by 
the  SHCC,  section  1524  of  the  Act 
does  not  differentiate  between  a  condi¬ 
tionally  or  fully  designated  State 
agency.  While  the  types  of  functions 
to  be  performed  by  the  SHCC  are  thus 
identical  whether  a  State  agency  is 
conditionally  or  fully  designated,  it  is 
noted  that  the  scope  of  the  functions, 
particularly  the  SHCC’s  advisory  func¬ 


tion  under  section  1523(c)(5),  may  be 
significantly  affected  by  the  number 
of  functions  being  performed  by  the 
State  agency. 

One  commenter  recommended  that 
States  be  given  the  option  of  assigning 
SHCC  functions  to  currently  existing 
State  agencies  to  avoid  the  prolifera¬ 
tion  of  health  planning  agencies.  A  re¬ 
lated  comment  recommended  that  the 
Secretary  waive  the  requirement  for  a 
SHCC  in  States  with  a  single  health 
systems  agency  to  avoid  the  creation 
of  another  review  level.  The  establish¬ 
ment  of  a  SHCC  and  the  functions  it 
is  to  perform  are  prescribed  by  the 
statute  and,  therefor,  no  such  change 
in  the  regulations  can  be  made.  Fur¬ 
ther,  it  is  noted  that  the  SHCC  and 
health  systems  agency  have  distinct 
functions  prescribed  by  the  statute. 

§  123.306  (a)  AND  (b) 

Many  comments  were  concerned 
with  the  role  of  the  SHCC  in  the  prep¬ 
aration,  review,  and  revision  of  the 
State  health  plan.  Several  commenters 
requested  that  a  definition  of  “State 
health  plan”  be  incorporated  into  the 
regulations,  with  one  commenter  sug¬ 
gesting  that  the  State  health  plan  be 
defined  as  “a  detailed  statement  of 
goals.”  Other  commenters  suggested 
that  the  State  health  plan  be  defined 
as  the  culminating  document  of  the 
approved  State  medical  facilities  plan 
and  health  systems  plans.  The  Secre¬ 
tary  recognizes  the  need  to  clarify  fur¬ 
ther  the  elements  of  a  State  health 
plan,  and  guidelines,  previously  of¬ 
fered  for  public  comment,  are  current¬ 
ly  being  finalized  by  the  Department. 
They  set  forth  the  purpose  of  the 
State  health  plan  and  provide  guid¬ 
ance  on  the  process  involved  in  the  de¬ 
velopment  of  the  plan.  The  State 
health  plan  is  to  be  composed  of  the 
health  systems  plans  of  the  health 
systems  agencies  as  appropriately  re¬ 
vised  and  as  such  is  a  statement  of 
goals  describing  a  healthful  environ¬ 
ment  and  health  systems  in  the  State 
which,  when  developed,  will  assure 
that  quality  health  services  will  be 
available  and  accessible  in  a  manner 
which  assures  continuity  of  care,  at 
reasonable  cost,  for  all  residents  of  the 
State.  It  should  also  be  noted  that  the 
State  medical  facilities  plan  must  be 
consistent  with  the  State  health  plan. 

Several  commenters  felt  that  when  a 
health  systems  agency  disagrees  with 
a  decision  by  the  SHCC  on  the  State 
health  plan,  the  health  systems 
agency  should  have  the  right  to 
appeal  the  decision.  While  the  statute 
does  not  provide  for  such  an  appeal 
and  the  Secretary  cannot  require  it  by 
regulation,  it  is  noted  that  the  statute 
provides  for  health  systems  agency  in¬ 
volvement  in  the  development  of  the 
State  health  plan  through  the  repre¬ 
sentation  of  these  agencies  on  the 
SHCC.  Furthermore,  the  SHCC  is  re- 
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quired  «o  conduct  a  public  hearing  on 
its  proposed  State  health  plan  which 
provides  a  forum  for  affected  health 
systems  agencies  as  well  as  other  inter¬ 
ested  parties  to  express  their  ccncerns. 

Two  comments  suggested  that  the 
regulations  should  spell  out  the  degree 
of  revision  that  the  SHCC  may  make 
to  health  systems  plans  and  the  crite¬ 
ria  and  standards  to  be  used  in  making 
such  revisions.  By  statute,  revisions 
may  only  be  made  if  they  are  required 
to  deal  more  effectively  with  statewide 
health  needs  or  to  achieve  appropriate 
coordination  of  the  health  systems 
plans.  The  Secretary  notes  that  the 
State  agency  prepares  the  preliminary 
State  health  plan  for  submission  to 
the  SHCC,  and  has  the  authority  to 
recommend  changes  in  health  systems 
plans  to  the  SHCC,  which  may  either 
accept  or  reject  the  recommendations. 
Only  the  SHCC  has  the  authority  to 
remand  a  health  systems  plan  to  a 
health  systems  agency  for  revision. 
The  Secretary  has  decided  not  to  in¬ 
clude  in  these  regulations  the  criteria 
to  be  utilized  by  the  SHCC  in  revising 
the  preliminary  State  health  plan  be¬ 
cause  guidance  on  this  matter  is  part 
of  the  guidelines  on  State  health  plan 
development. 

One  commenter  recommended  that 
the  regulations  require  the  annual 
Federal  review  of  all  State  plans,  in¬ 
cluding  the  State  health  plan,  to 
achieve  conformance  with  the  Nation¬ 
al  Guidelines  for  Health  Planning. 
While  the  Secretary  does  not  have  the 
authority  under  Pub.  L.  93-641  to 
review  all  State  plans,  the  adequacy  of 
the  State  health  plan  will  be  reviewed 
by  the  Secretary  pursuant  to  section 
1535  of  the  Act. 

One  comment  recommended  that 
the  SHCC  should  be  required  to  be  in¬ 
volved  with  the  State  agency  in  the 
preparation  of  the  preliminary  State 
health  plan  to  avoid  possible  later  con¬ 
flicts.  The  SHCC  is  required  under  sec¬ 
tion  1523  of  the  Act  to  advise  the 
State  agency  generally  on  the  perfor¬ 
mance  of  its  functions.  The  Secretary 
expects  this  will  result  in  cooperation 
between  the  State  agency  and  the 
SHCC  and  the  development  of  good 
working  relationships  between  the  two 
entities  with  respect  to  all  State 
agency  functions,  expecially  with 
regard  to  those  functions  where  the 
State  agency  and  SHCC  interface 
most  directly  such  as  the  preparation 
of  the  State  health  plan.  At  this  time, 
before  substantial  operational  experi¬ 
ence  has  occurred,  the  Secretary  does 
not  think  it  prudent  to  mandate  by 
regulation  the  manner  in  which  these 
efforts  should  be  coordinated. 

Several  comments  were  received  re¬ 
questing  clarification  on  the  role  of 
the  SHCC  with  respect  to  its  responsi¬ 
bility  for  coordinating  the  annual  im¬ 
plementation  plans  of  health  systems 
agencies.  Section  1524(c)(1)  of  the  Act 


requires  that  the  SHCC  review  annu¬ 
ally  and  coordinate  the  health  systems 
plan  and  annual  implementation  plan 
of  each  health  systems  agency  within 
the  State  and  report  its  comments  to 
the  Secretary  for  the  purposes  of  his 
review  of  HSA  performance  under  sec¬ 
tion  1535(c).  As  part  of  this  coordina¬ 
tion  function,  it  is  the  Secretary’s  view 
that  based  on  the  review  of  health  sys¬ 
tems  plans  as  well  as  annual  imple¬ 
mentation  plans,  the  SHCC  would  be 
responsible  for  recommending  revi¬ 
sions  to  annual  implimentation  plans 
to  ensure  the  consistency  of  these 
plans  with  the  revised  health  systems 
plans.  However,  although  the  SHCC 
may  recommend  revisions  to  the 
annual  implementation  plan,  it  will  be 
the  responsibility  of  the  health  sys¬ 
tems  agency  to  make  the  revisions  re¬ 
quired  in  the  annual  implementation 
plan  because  of  mandated  revisions  in 
the  health  systems  plan.  After  some 
operational  experience  with  the  devel¬ 
opment  of  health  systems  plans  and 
annual  implementation  plans,  and 
after  the  Secretary  has  conducted  his 
reviews  under  section  1535  of  the  Act, 
the  Secretary  will  consider  the  necessi¬ 
ty  for  further  regulation  in  this  area. 
Finally,  in  the  opinion  of  the  Secre¬ 
tary,  revisions  to  the  annual  imple¬ 
mentation  plans  would  more  appropri¬ 
ately  take  place  after  the  State  health 
plan  has  been  established  and  the 
health  systems  plans  revised  according 
to  SHCC  recommendations. 

Several  commenters  requested  that 
the  regulations  specify  that  the  SHCC 
develop  the  State  health  plan  subject 
to  the  approval  of  the  Governor. 
These  commenters  expressed  concern 
that  the  authority  of  the  SHCC  to  es¬ 
tablish  a  State  health  plan  is  inconsis¬ 
tent  with  the  policymaking  and  imple¬ 
mentation  authorities  of  State  govern¬ 
ment.  The  argued  that  this  is  so  be¬ 
cause  the  selection  process  for  the 
SHCC  creates  the  SHCC  as  an  inde¬ 
pendent  body  not  accountable  directly 
to  the  Governor. 

The  statutory  language  of  section 
1524  precludes  transferring  the  au¬ 
thority  to  approve  the  State  health 
plan  to  the  Governor  by  regulation. 
Therefore,  the  Secretary  has  not 
adopted  this  comment  as  it  would  es¬ 
tablish  a  role  for  the  Governors  incon¬ 
sistent  with  the  statutory  role  of  the 
SHCC. 

Numerous  comments  related  to  the 
provisions  contained  in  this  section 
governing  the  procedures  for  public 
hearings  on  the  State  health  plan. 
Two  commenters  suggested  that  the 
phrase  ’’public  hearing”  be  changed  to 
“public  meeting”  to  avoid  the  legalis¬ 
tic  implications  of  the  term.  One  com¬ 
menter  indicated  his  opposition  to  any 
change  in  the  requirement  for  a  public 
hearing.  In  this  regard  it  is  noted  that 
the  term  “public  hearing”  is  statutory 
language  and  having  such  a  hearing  is 


required  by  the  statute.  The  Secretary 
notes,  however,  that  there  is  no  Feder¬ 
al  requirement  that  a  hearing  be 
formal;  only  that  the  hearing  be  con¬ 
ducted  in  a  manner  which  ensures 
that  the  public  is  given  an  opportunity 
to  express  its  views  on  the  State 
health  plan.  For  purposes  of  clarifica¬ 
tion,  it  is  noted  that  the  public  hear¬ 
ing  is  on  the  proposed  State  health 
plan,  which  is  the  SHCC’s  version  of 
the  plan  following  its  consideration 
and  revision  as  appropriate  of  the  pre¬ 
liminary  State  health  plan  developed 
by  the  State  agency. 

Several  commenters  requested  that 
the  regulations  be  amended  to  provide 
the  Governor  30  days  for  review  prior 
to  adoption  of  the  proposed  State 
health  plan.  It  is  considered  by  the 
Secretary  that  the  current  provision 
that  the  Governor  be  provided  a  copy 
of  the  proposed  State  health  plan  15 
days  prior  to  publication  of  the  notice 
of  the  public  hearing  on  the  State 
health  plan  affords  the  Governor  rea¬ 
sonable  opportunity  for  comment. 
Since  the  notice  of  the  hearing  is  re¬ 
quired  to  be  published  30  days  prior  to 
the  actual  hearing  date,  this  allows 
the  Governor  45  days  prior  to  the 
public  hearing  in  which  to  review  and 
comment  on  the  plan. 

One  commenter  requested  that  the 
prohibition  on  the  use  of  legal  notices 
to  announce  the  holding  of  the  re¬ 
quired  public  hearing  be  removed.  The 
requirement  that  notices  appear  in 
other  than  the  legal  notices  or  classi¬ 
fied  advertisement  sections  of  newspa¬ 
pers  is  not  a  statutory  requirement. 
Consistent  with  the  approach  taken  in 
the  final  regulations  regarding  the 
notice  for  a  public  meeting  on  the 
State  administrative  program  (see  the 
discussion  concerning  §  123.104(a)(3)), 
the  Secretary  has  deleted  the  prohibi¬ 
tion  on  the  use  of  legal  notices  from 
this  section  of  the  final  regulations. 

One  comment  recommended  that 
Statewide  Professional  Standards 
Review  Organizations  be  specifically 
provided  a  copy  of  the  State  health 
plan  and  be  identified  in  the  regula¬ 
tions  as  one  of  the  “interested  per¬ 
sons”  to  whom  the  opportunity  should 
be  given  for  comment  on  the  plan. 
Unless  experience  indicates  that  indi¬ 
viduals  or  groups  with  a  vital  interest 
in  plan  development  are  being  ex¬ 
cluded  from  participation  in  the  pro¬ 
cess,  the  Secretary  considers  it  inap¬ 
propriate  to  designate  specifically  by 
regulation  Professional  Standards 
Review  Organizations  or  any  other  en¬ 
tities  as  interested  persons.  It  is  gener¬ 
ally  assumed  that  groups  such  as 
Statewide  Professional  Standards 
Review  Organizations  will  afford 
themselves  the  opportunity  for  com¬ 
ment  through  the  requirements  which 
have  been  established  in  the  regula¬ 
tions  for  a  public  hearing  process.  It  is 
further  assumed  that  State  agencies 
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will  seek  to  establish  coordinative 
working  arrangements  with  Statewide 
Professional  Standards  Review  Orga¬ 
nizations  and  similar  groups  which 
will  ensure  that  their  concerns  are 
considered  in  the  statewide  health 
planning  process. 

§  123.306(e) 

Several  comments  addressed  the  role 
of  the  SHCC  in  advising  the  State 
agency  generally  on  the  performance 
of  its  functions.  One  commenter  re¬ 
quested  that  the  term  “advise”  be  de¬ 
fined  or  covered  in  guidelines.  Another 
commenter  suggested  that  the  criteria 
set  forth  in  section  1535(d)(6)  be 
adopted  as  the  basis  for  the  SHCC 
evaluation  of  the  State  agency  and  the 
performance  of  its  functions.  Another 
comment  suggested  that  the  State 
agency  be  required  to  justify  its  action 
to  the  SHCC  when  it  does  not  follow 
the  SHCC’s  advice.  It  is  recognized  by 
the  Secretary  that  while  it  is  most  im¬ 
portant  for  the  State  agency  and  the 
SHCC  to  develop  a  satisfactory  work¬ 
ing  relationship,  this  process  must  be 
an  evolving  one  addressed  within  the 
context  of  each  individual  State,  and 
the  Secretary  considers  it  inappropri¬ 
ate  to  establish  national  requirements 
in  this  regard.  However,  it  is  noted  as 
a  general  matter  that  in  its  role  of 
generally  advising  the  State  agency,  it 
is  the  responsibility  of  the  SHCC  to 
provide  guidance  on  planning  prior¬ 
ities,  plan  formats,  the  need  for  train¬ 
ing  activities  and  staff  development. 
In  addition,  in  order  for  the  SHCC  to 
adequately  perform  this  function  it 
must  be  afforded  an  opportunity  to 
review  and  comment  on  the  State 
agency’s  application  for  designation. 
Language  to  this  effect  has  been 
added  to  §  123.306(e)  of  the  final  regu¬ 
lations. 

§  123.306(f) 

Numerous  comments  recommended 
that  the  annual  review  and  approval 
or  disapproval  of  State  plans  and  ap¬ 
plications  should  be  consistent  with 
the  State  health  plan.  The  proposed 
regulations  do  not  contain  criteria  or 
standards  for  this  process,  and  several 
commenters  cited  the  requirement  of 
Title  XVI  that  the  State  medical  fa¬ 
cilities  plan  must  be  found  by  the 
SHCC  to  be  “consistent  with  the  State 
health  plan.”  The  Department  cur¬ 
rently  is  drafting  separate  regulations 
governing  criteria  and  procedures  for 
the  reviews  prescribed  by  section 
1513(e)  and  section  1524(c)(6).  The 
specific  recommendations  suggested 
by  the  various  commenters  will  be  con¬ 
sidered  by  the  Department  in  the 
drafting  of  these  regulations. 

$  123.307  SPECIAL  PROVISION  FOR  MEM¬ 
BERSHIP  OP  CERTAIN  SHCC'S—  SECTION 

1536  OF  THE  ACT 

One  commenter  expressed  concern 
that  there  is  no  provision  for  a  repre- 
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sentative  of  the  Veterans’  Administra¬ 
tion  on  the  SHCC  in  a  section  1536 
State  and  requested  that  the  regula¬ 
tions  be  amended  to  include  such  a 
representative.  Under  proposed 
§  123.307  (§  123.503  of  the  final  regula¬ 
tions)  the  membership  on  a  SHCC  in  a 
section  1536  State  must  meet  the  com¬ 
position  requirements  for  a  health  sys¬ 
tems  agency  governing  body  set  forth 
in  42  CPR  122.109(b).  This  section  re¬ 
quires  that  a  representative  of  the 
Veterans’  Administration  be  on  the 
SHCC  if  there  are  one  or  more  hospi¬ 
tals  or  other  facilities  of  the  Veterans’ 
Administration  located  within  the 
State.  Accordingly,  no  amendment  to 
the  regulations  as  suggested  by  the 
commenter  is  necessary. 

Another  commenter  was  concerned 
that  this  section  is  unclear  as  to  the 
responsibility  of  a  SHCC  in  a  section 
1536  State  as  it  relates  to  advising  the 
State  agency  on  the  performance  of 
section  1513  functions,  which  are  func¬ 
tions  normally  performed  by  a  health 
systems  agency.  The  additional  func¬ 
tions  of  a  SHCC  in  a  section  1536 
State  were  set  forth  in  $  123.110(a)(3) 
of  the  proposed  rulemaking,  which 
has  previously  been  discussed.  In  sum¬ 
mary,  the  regulations  require  that  the 
SHCC  in  a  section  1536  State  be  given 
a  reasonable  opportunity  to  review 
and  comment  on  the  section  1513 
functions  performed  by  the  State 
agency.  In  order  to  further  clarify  this 
matter,  however,  §  123.306  of  the  final 
regulations  has  been  revised  to  cross- 
reference  the  additional  roles  of 
SHCCs  in  section  1536  States. 

Two  commenters  recommended  that 
the  30  member  ceiling  on  SHCC  mem¬ 
bership  in  section  1536  SHCCs  be  re¬ 
moved  to  make  the  SHCC  more  com¬ 
parable  to  the  governing  body  of  a 
health  systems  agency  and  that 
SHCCs  in  section  1536  States  be  per¬ 
mitted  to  establish  executive  commit¬ 
tees.  The  Secretary  has  reevaluated 
the  requirement  for  a  limit  on  the 
membership  size  for  a  SHCC  in  a  sec¬ 
tion  1536  State  and  has  determined 
that  imposition  of  such  a  requirement 
is  not  necessary.  Accordingly,  the 
upper  membership  limit  contained  in 
both  the  proposed  and  interim  regula¬ 
tions  has  been  deleted  from  new 
8123.503  of  the  final  regulations.  As 
revised,  this  section  now  only  requires 
that  a  SHCC  in  a  section  1536  State 
have  a  membership  of  not  less  than 
16.  This  approach  makes  the  member¬ 
ship  requirement  for  the  SHCC  in  a 
section  1536  State  compatible  with 
SHCCs  in  non-1536  States.  It  permits 
the  Governors  in  section  1536  States 
flexibility  in  establishing  a  Council  of 
the  size  most  appropriate  for  that  in¬ 
dividual  State.  Further,  it  is  noted 
that  it  is  the  prerogative  of  a  SHCC, 
whether  in  a  section  1536  State  or  not, 
to  establish  an  executive  committee. 
The  role  of  executive  committees  in 


the  functioning  of  a  SHCC  has  been 
discussed  previously  under  §  123.305. 

In  addition,  a  number  of  editorial 
and  technical  changes  have  been  made 
in  the  regulations  as  proposed.  Accord¬ 
ingly.  42  CFR  Part  123  is  amended  in 
the  manner  set  forth  below. 

Note.— The  Department  of  Health.  Educa¬ 
tion,  and  Welfare  has  determined  that  this 
document  does  not  contain  a  major  proposal 
requiring  preparation  of  an  inflation  impact 
statement  under  Executive  Order  11821  and 
OMB  Circular  A-107. 

Dated:  December  13,  1977. 

Julius  B.  Richmond, 
Assistant  Secretary  for  Health. 

Approved:  February  27,  1978. 

Joseph  A.  Califano,  Jr., 

Secretary. 
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Authority:  Sec.  215,  58  Stat.  690  (42 
U.S.C.  216);  Secs.  1521-25,  1532,  1536,  of  the 
Public  Health  Service  Act;  88  Stat.  2242-49. 

Subpart  A — Definitions 

§  123.1  Definitions. 

As  used  in  this  part: 

(a)  “Act”  means  the  Public  Health 
Service  Act,  as  amended. 

(b)  “Conditionally  designated  State 
Agency”  means  an  agency  of  the  gov¬ 
ernment  of  a  State  which  has  been 
designated  as  a  State  health  planning 
and  development  agency  on  a  condi¬ 
tional  basis  pursuant  to  section 
1521(b)(2)  of  the  Act. 

(c)  “Designation  agreement”  means 
an  agreement  entered  into  or  renewed 
pursuant  to  section  1521  of  the  Act. 

(d)  “Fully  designated  State  Agency” 
means  an  agency  of  the  government  of 
a  State  which  has  been  designated  as  a 
State  health  planning  and  develop¬ 
ment  agency  pursuant  to  section 
1521(b)(3)  of  the  Act. 

(e)  "Governor”  means  the  chief  ex¬ 
ecutive  officer  of  a  State  or  his  desig¬ 
nee. 

(f)  “Grant  period”  means  the  period 
with  respect  to  which  assistance  is  pro¬ 
vided  under  Subpart  C  of  this  part. 

(g)  "Health  care  facility”  means  a 
health  care  facility  as  defined  in  Part 
100  of  this  title. 

(h)  “Health  maintenance  organiza¬ 
tion”  means  a  health  maintenance  or¬ 
ganization  as  defined  in  Part  100  of 
this  title. 

(i)  “Health  service  area”  means  an 
area  designated  by  the  Secretary  pur¬ 
suant  to  section  1511  of  the  Act  as  a 
health  service  area. 

(j)  “Health  systems  agency”  means  a 
conditionally  or  fully  designated 
health  systems  agency  designated  pur¬ 
suant  to  section  1515  of  the  Act  and  42 
CFR  Part  122. 

(k)  “Provider  of  health  care”  means 
an  individual— 

(l)  Who  is  a  direct  provider  of 
health  care  (including  (but  not  limited 
to)  a  physician,  dentist,  nurse,  optom¬ 
etrist,  podiatrist,  or  physician  assist¬ 
ant)  in  that  the  individual’s  primary 
current  activity  is  the  provision  of 
health*  care  to  individuals  or  the  ad¬ 
ministration  of  facilities  or  institu¬ 
tions  (including  but  not  limited  to  hos¬ 
pitals,  long-term  care  facilities,  sub¬ 
stance  abuse  treatment  facilities,  out¬ 
patient  facilities,  and  health  mainte¬ 
nance  organizations)  in  which  such 
care  is  provided  and,  when  required  by 
State  law,  the  individual  has  received 
professional  training  in  the  provision 
of  such  care  or  in  such  administration 
and  is  licensed  or  certified  for  such 
provision  or  administration,  or 

(2)  Who  is  an  indirect  provider  of 
health  care  in  that  the  individual: 

(i)  Holds  a  fiduciary  position  with  or 
has  a  fiduciary  interest  in,  an  entity 
described  in  paragraph  (i)(2)(ii)  (B)  or 
(D)  of  this  section;  (for  purposes  of 


this  paragraph,  a  “fiduciary  position 
or  interest”  as  applied  to  any  entity 
means  a  position  or  interest  with  re¬ 
spect  to  such  entity  affected  with  the 
character  of  a  trust,  including  mem¬ 
bers  of  boards  of  directors  and  offi¬ 
cers,  majority  shareholders,  agents 
and  attorneys);  or 

(ii)  Receives  (either  directly  or 
through  his  spouse)  more  than  one- 
tenth  of  his  gross  annual  income  from 
any  one  or  combination  of  the  follow¬ 
ing: 

(A)  Fees  or  other  compensation  for 
research  into  or  instruction  in  the  pro¬ 
vision  of  health  care; 

(B)  Entities  or  associations  or  orga¬ 
nizations  composed  of  entities  or  indi¬ 
viduals  engaged  in  the  provision  of 
health  care  or  in  such  research  or  in¬ 
struction; 

(C)  Producing  or  supplying  drugs  or 
other  articles  for  individuals  or  enti¬ 
ties  for  use  in  the  provision  of  or  in  re¬ 
search  into  or  instruction  in  the  provi¬ 
sion  of  health  care;  and 

(D)  Entities  or  associations  or  orga¬ 
nizations  composed  of  such  entities  or 
individuals  engaged  in  producing 
drugs  or  such  other  articles;  or 

(iii)  Is  a  member  of  the  immediate 
family  of  an  individual  described  in 
paragraph  (i)(l)  or  paragraph  (i)(2)  (i), 
(ii),  or  (iv)  of  this  section  (for  purposes 
of  this  paragraph,  “immediate  family” 
as  applied  to  any  individual  includes 
only  his  parents,  spouse,  children, 
brothers  and  sisters  who  reside  in  the 
same  household);  or 

(iv)  Is  engaged  in  issuing  any  policy 
or  contract  of  individual  or  group 
health  insurance  or  hospital  or  medi¬ 
cal  service  benefits. 

(l)  “Secretary”  means  the  Secretary 
of  Health,  Education,  and  Welfare  and 
any  other  officer  or  employee  of  the 
Department  of  Health,  Education,  and 
Welfare  to  whom  the  authority  in¬ 
volved  has  been  delegated. 

(m)  “State”  means  any  one  of  the 
several  States,  the  District  -of  Colum¬ 
bia,  the  Commonwealth  of  Puerto 
Rico,  the  Virgin  Islands,  Guam,  the 
Trust  Territory  of  the  Pacific  Islands, 
and  American  Samoa  and  the  North¬ 
ern  Mariana  Islands. 

(n)  “State  health  planning  and  de¬ 
velopment  agency”  or  “State  Agency” 
means  an  agency  of  State  government 
selected  by  the  Governor  and  desig¬ 
nated  in  an  agreement  entered  into 
pursuant  to  section  1521  of  the  Act  to 
carry  out  the  State’s  health  planning 
and  development  program. 

(o)  “Statewide  Health  Coordinating 
Council”  or  “SHCC”  means  the  body 
established  pursuant  to  section  1524  of 
the  Act  to  advise  the  State  health 
planning  and  development  agency. 


Subpart  B — Designation  of  State 

Health  Planning  and  Development 

Agencies 

§  123.101  Purpose  and  scope. 

(a)  Section  1521  of  the  Public  Health 
Service  Act  authorizes  the  Secretary 
to  enter  into  an  agreement  with  the 
Governor  of  each  State  for  the  desig¬ 
nation  of  a  State  health  planning  and 
development  agency  for  such  State  for 
the  purpose  of  the  performance  within 
the  State  of  the  physical  and  mental 
health  planning  and  development 
functions  prescribed  by  section  1523  of 
the  Act.  Each  such  State  health  plan¬ 
ning  and  development  agency  shall  ad¬ 
minister  the  State  administrative  pro¬ 
gram  prescribed  by  section  1522  of  the 
Act  and  shall,  except  as  authorized 
under  §  123.107,  perform  within  the 
State  the  functions  prescribed  by  sec¬ 
tion  1523  of  the  Act. 

(b)  The  regulations  of  this  subpart 
are  applicable  to  agreements,  pursuant 
to  section  1521  of  the  Public  Health 
Service  Act,  for  the  conditional  or  full 
designation  of  a  State  health  planning 
and  development  agency  for  a  State. 

§  123.102  Application. 

The  Secretary  may  not  enter  into  a 
designation  agreement  under  this  sub¬ 
part  unless  an  application  has  been 
submitted  to  the  Secretary  for  such  an 
agreement.  The  application  shall  be 
submitted  by  a  State  at  such  time  and 
in  such  form  and  manner  as  the  Secre¬ 
tary  may  prescribe  and  shall  be  ex¬ 
ecuted  by  the  Governor. 

§  123.103  Contents  of  applications. 

In  addition  to  such  other  informa¬ 
tion  as  the  Secretary  may  require,  an 
approvable  application  shall  contain: 

(a)  General.  (I)  A  State  administra¬ 
tive  program  which  meets  the  applica¬ 
ble  requirements  of  %  123.104  of  this 
subpart 

(2)  In  the  case  of  an  application  for 
designation  of  a  State  Agency  on  a 
conditional  basis  pursuant  to  section 
1521(b)(2)  of  the  Act,  a  proposed  plan 
for  the  orderly  assumption  and  imple¬ 
mentation  of  the  health  planning  and 
development  functions  prescribed  by 
section  1523  of  the  Act  and 
§  123.106(b)  of  this  subpart. 

(3)  Assurances  satisfactory  to  the 
Secretary  that  the  agency  selected  by 
the  Governor  as  the  State  Agency  has 
the  authority  and  resources  to  admin¬ 
ister  the  State  administrative  program 
of  the  State  „  and  to  carry  out  the 
health  planning  and  development 
functions  prescribed  by  section  1523  of 
the  Act  (or,  in  the  case  of  an  applica¬ 
tion  for  designation  of  a  State  Agency 
on  a  conditional  basis  pursuant  to  sec¬ 
tion  1521(b)(2)  of  the  Act),  that  such 
agency  will  have  such  authority  and 
resources  as  may  be  required  to  imple¬ 
ment  its  approved  plan  for  the  orderly 
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assumption  and  implementation  of 
such  functions. 

(4)  In  the  case  of  an  application  for 
full  designation  pursuant  to  section 
1521(b)(3)  of  the  Act,  a  description  of 
the  Statewide  Health  Coordinating 
Council,  which  has  been  established 
for  the  State  under  section  1524  of  the 
Act  and  Subpart  D  of  this  part,  includ¬ 
ing  a  description  of  the  manner  in 
which  the  SHCC  is  organized  and 
functions. 

(5)  A  description  of  the  proposed 
health  planning  and  development  ac¬ 
tivities  of  the  State  and  a  description 
of  the  proposed  relationships  between 
the  agency  selected  by  the  Governor 
as  the  State  Agency  and  other  agen¬ 
cies  of  State  government  responsible 
for  health  programs  of  the  State,  in¬ 
cluding  the  agencies  responsible  for 
programs  in  alcoholism,  drug  abuse, 
mental  health,  and  health  manpower 
education  and  training  (such  as  the 
Board  of  Higher  Education  or  Com¬ 
mission  on  Education),  and  the 
manner  in  which  planning  for  these 
programs  will  be  coordinated  with 
long-range  health  service  needs  within 
the  State. 

(6)  A  statement  as  to  whether  the 
State  intends  to  develop  a  State  medi¬ 
cal  facilities  plan  for  the  purpose  of 
participating  in  the  program  autho¬ 
rized  by  Title  XVI  of  the  Act,  and,  if 
the  State  does  so  intend,  a  description 
of.  the  manner  in  which  the  State 
Agency  will  administer  or  supervise 
the  administration  of  such  plan. 

(b)  State  health  plan.  In  addition  to 
the  requirement  of  paragraph  (a),  a 
State  Agency  must  submit: 

(1) A  copy  of  its  preliminary  State 
health  plan  as  part  of  its  application 
for  full  designation,  except  that  a 
State  Agency  which  will  have  been 
conditionally  designated  for  24 
months  or  less  at  the  time  that  it 
enters  into  a  full  designation  agree¬ 
ment  need  not  submit  a  preliminary 
State  health  plan  until  it  next  applies 
for  full  designation;  and 

(2)  A  copy  of  the  State  health  plan 
prepared  and  adopted  by  the  SHCC  as 
part  of  the  State  Agency’s  next  appli¬ 
cation  for  full  designation  following 
the  submission  of  the  preliminary 
State  health  plan  required  in  para¬ 
graph  (bXl)  of  this  section,  and  as 
part  of  each  subsequent  application 
for  designation. 

§  123.104  State  administrative  program. 

(a)  General.  A  State  administrative 
program  (hereinafter  referred  to  as 
the  “State  Program”)  is  a  program  for 
the  performance  within  the  State  by 
its  State  Agency  of  the  functions  pre¬ 
scribed  by  section  1523  of  the  Act  and 
§  123.106(b).  The  Secretary  may  not 
approve  a  State  Program  for  a  State 
unless  it: 

(1)  Meets  the  applicable  require¬ 
ments  of  paragraph  (b)  of  this  section; 


(2)  Has  been  submitted  to  the  Secre¬ 
tary  by  the  Governor  of  the  State  as 
part  of  the  application  for  a  designa¬ 
tion  agreement;  and 

(3)  Has  been  submitted  to  the  Secre¬ 
tary  only  after  the  Governor  of  the 
State  has  afforded  to  members  of  the 
general  public  of  the  State  a  reason¬ 
able  opportunity  to  express  their 
views  on  the  proposed  State  Program 
both  in  writing  and  at  a  public  meet¬ 
ing  sponsored  by  the  State.  At  a  mini¬ 
mum,  notice  of  the  time,  place,  and 
purpose  of  such  meeting  shall  be  given 
to  members  of  the  public  at  least  two 
weeks  prior  to  such  meeting  and  at 
least  30  days  prior  to  the  date  of  sub¬ 
mission  of  the  application  to  the  Sec¬ 
retary.  Such  notice  shall  also  provide 
that  a  copy  of  the  proposed  State  Pro¬ 
gram  will  be  available  for  public  in¬ 
spection  and  copying  at  a  specified  ad¬ 
dress,  and  shall  invite  written  com¬ 
ments  thereon  by  members  of  the 
public.  A  summary  of  the  comments 
made  at  the  public  meeting  and  copies 
of  any  written  comments  of  members 
of  the  public  shall  be  appended  to  the 
application. 

(b)  Program  requirements.  To  be  ap¬ 
proved  by  the  Secretary  under  this 
subpart,  a  State  Program  must 

(1)  Provide  for  the  performance 
within  the  State  (after  the  designation 
of  a  State  Agency  and  in  accordance 
with  the  designation  agreement)  of 
the  functions  prescribed  by  section 
1523  of  the  Act  and  §  123.106(b)  and 
specify  the  State  Agency  of  the  State 
as  the  sole  agency  for  the  performance 
of  such  functions;  Provided,  That: 

(1)  Subject  to  the  limitations  of 
S  123.107,  any  such  functions  may  be 
performed  by  another  agency  of  the 
State  government  upon  request  of  the 
Governor  under  an  agreement  with 
the  State  Agency;  and 

(ii)  In  the  case  of  a  State  Agency 
designated  on  a  conditional  basis,  the 
State  Program  shall  provide  for  the 
performance  of  such  functions  in  ac¬ 
cordance  with  the  plan  for  the  orderly 
assumption  and  implementation  of  the 
health  planning  and  development 
functions  contained  in  the  application; 

(2)  Contain  or  be  supported  by  a 
statement  by  the  Governor  that  the 
State  Agency  has  under  State  law  the 
authority  to  carry  out  the  functions 
described  in  paragraph  (b)(1)  of  this 
section,  together  with  citations  to  per¬ 
tinent  authorizing  statutes,  ordinances 
or  executive  orders; 

(3)  Contain  a  complete  budget  for 
the  operation  of  the  State  Agency 
during  the  period  of  the  proposed  des¬ 
ignation  agreement.  Where  the  State 
Agency  proposes  to  administer  or  su¬ 
pervise  the  administration  of  the  State 
medical  facilities  plan  approved  by  the 
Secretary  pursuant  to  Title  XVI  of  the 
Act,  such  budget  shall  include  expen¬ 
ditures  to  be  incurred  in  the  adminis¬ 
tration  of  such  plan; 


(4)  Provide  for  adequate  consulta¬ 
tion  with  the  Statewide  Health  Co¬ 
ordinating  Council  in  carrying  out  the 
State  Program,  and  contain  a  descrip¬ 
tion  of  the  Statewide  Health  Coordi¬ 
nating  Council’s  structure  and  rela¬ 
tionship  to  the  Governor  and  the 
State  Agency,  together  with 

(i)  In  the  case  of  a  State  Agency  des¬ 
ignated  on  a  conditional  basis  in  a 
State  which  has  no  such  Council  at 
the  time  of  such  designation,  a  plan 
for  the  establishment  of  the  Council 
in  accordance  with  Subpart  D  of  this 
Part  demonstrating  to  the  satisfaction 
of  the  Secretary  that  the  Council  will 
have  the  requisite  authority;  or 

(ii)  In  the  case  of  a  fully  designated 
agency,  a  statement  by  the  Governor 
that  there  is  authority  under  State 
law  for  such  Council,  together  with  ci¬ 
tations  to  pertinent  authorizing  stat¬ 
utes,  ordinances  or  executive  orders. 

(5)  Set  forth  in  such  detail  as  the 
Secretary  may  prescribe  the  qualifica¬ 
tions  for  personnel  having  responsibil¬ 
ities  in  the  performance  of  the  func¬ 
tions  described  in  §  123.106(b)  and  the 
State  Program  and  the  salary  struc¬ 
ture  for  such  personnel,  and  require 
the  State  Agency  to  have  a  profession¬ 
al  staff  for  planning  and  a  profession¬ 
al  staff  for  development,  in  adequate 
numbers,  at  adequate  compensation, 
so  organized  and  with  sufficient  exper¬ 
tise  to  enable  the  State  Agency  to 
carry  out  its  State  Program; 

(6)  Provide  methods  of  administra¬ 
tion  appropriate  for  the  proper  and  ef¬ 
ficient  administration  of  the  functions 
described  in  §  123.106(b)  and  the  State 
program,  including  the  establishment 
and  maintenance  of  personnel  stan¬ 
dards  on  a  merit  basis  for  persons  em¬ 
ployed  by  the  State  in  carrying  out 
the  State  Program,  Provided,  That; 

(i)  Methods  of  personnel  administra¬ 
tion  will  be  established  and  main¬ 
tained  in  the  State  Agency  administer¬ 
ing  the  program  in  conformity  with 
the  Standards  For  a  Merit  System  of 
Personnel  Administration,  45  CFR 
Part  70,  and  any  standards  prescribed 
by  the  U.S.  Civil  Service  Commission 
pursuant  to  section  208  of  the  Inter¬ 
governmental  Personnel  Act  of  1970 
modifying  or  superseding  such  stan¬ 
dards. 

(ii)  Under  this  requirement,  laws, 
rules,  regulations,  and  policy  state¬ 
ments  effectuating  such  methods  of 
personnel  administration  are  a  part  of 
the  State  Program.  Citations  of  appli¬ 
cable  State  laws,  rules,  regulations, 
and  policies  which  provide  assurance 
of  conformity  to  the  Standards  in  45 
CFR  Part  70  must  be  submitted  to  the 
U.S.  Civil  Service  Commission  in  ac¬ 
cordance  with  5  CFR  Part  900  for  de¬ 
termination  as  to  adequacy.  Copies  of 
the  material  cited  must  be  furnished 
to  the  Secretary  or  the  U.S.  Civil  Ser¬ 
vice  Commission  on  request. 

(7)  Require  the  State  Agency  to  per¬ 
form  its  functions  in  accordance  with 
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procedures  and  criteria  established 
and  published  by  it.  which  procedures 
and  criteria  shall,  with  respect  to  any 
reviews  of  proposed  or  existing  health 
services,  conform  to  the  requirements 
of  section  1532  of  the  Act  and  the  ap¬ 
plicable  regulations  of  the  Secretary; 

(8)  Require  the  State  Agency  to  con¬ 
duct  its  business  meetings  In  public 
and  give  adequate  notice  to  the  public 
of  such  meetings.  For  purposes  of  this 
paragraph  the  term  “business  meet¬ 
ings”  means:  (i)  In  the  case  of  a  State 
Agency  headed  by  a  collegial  body, 
any  meeting  of  the  body  to  carry  out 
the  State  Agency’s  responsibilities  and 
functions  under  the  Act;  and  (ii)  In 
the  case  of  a  State  Agency  headed  by 
an  individual,  any  meeting  of  such  in¬ 
dividual  with  persons  directly  affected 
by  a  State  Agency  review  (as  defined 
for  the  purpose  of  providing  written 
notification  of  the  beginning  of  the 
review),  concerning  a  State  Agency 
review  conducted  pursuant  to  section 
1523  of  the  Act  during  the  course  of 
such  review; 

(9)  Require  the  State  Agency  to 
adopt  a  policy  for  making  its  records 
and  data  available  to  the  general 
public  in  accordance  with  the  require¬ 
ments  of  §  123.109; 

(10)  Provide  that  the  State  Agency 
will  enter  into  a  written  agreement 
with  each  agency  or  organization  in 
the  State  which  has  entered  into  an 
agreement  with  the  Secretary  under 
section  306(e)  of  the  Act  so  as  to 
assure  that  the  State  Agency  has  the 
data  needed  on  a  timely  basis  for 
health  planning  and  resources  devel¬ 
opment  in  the  State,  and  that  such 
data  will  be  made  available  to  all 
health  systems  agencies  designated  for 
health  service  areas  located  in  whole 
or  in  part  within  the  State; 

(11)  Require  providers  of  health  care 
doing  business  in  the  State  to  make  to 
the  State  Agency  such  statistical  and 
other  reports  of  information  related  to 
health  and  health  care  as  the  State 
Agency  finds  necessary  to  the  perfor¬ 
mance  of  its  functions  under  this  sub¬ 
part,  and  make  such  reports  available 
to  the  health  systems  agencies  for  the 
respective  health  service  areas  in 
which  such  providers  are  located.  For 
purposes  of  this  paragraph,  “providers 
of  health  care”  include,  at  a  minimum, 
health  care  facilities  and  health  main¬ 
tenance  organizations. 

(12)  Provide,  in  accordance  with 
methods  and  procedures  approved  by 
the  Secretary,  for  the  evaluation,  at 
least  annually,  of  the  performance  by 
the  State  Agency  of  its  functions  and 
of  their  economic  effectiveness; 

(13)  Provide  that  the  State  Agency 
will  from  time  to  time,  and  in  any 
event  not  less  often  than  annually, 
review  the  State  Program  and  submit 
to  the  Secretary  required  modifica¬ 
tions; 

(14)  Require  the  State  Agency  to 
make  such  reports,  in  such  form  and 


containing  such  information  concern¬ 
ing  its  structure,  operations,  perfor¬ 
mance  of  functions,  and  other  matters 
as  the  Secretary  may  from  time  to 
time  require,  and  keep  such  records 
and  afford  such  access  thereto  as  the 
Secretary  may  find  necessary  to  verify 
such  reports; 

(15)  Require  the  State  Agency  to 
provide  for  fiscal  control  and  fund  ac¬ 
counting  procedures,  consistent  with 
applicable  requirements  of  Subpart  C 
of  this  Part,  as  the  Secretary  may  re¬ 
quire  to  assure  proper  disbursement 
of,  and  accounting  for,  funds  received 
by  the  State  Agency  under  section 
1525  of  the  Act; 

(16)  Permit  the  Secretary  and  the 
Comptroller  General  of  the  United 
States,  or  their  representatives,  to 
have  access  for  the  purpose  of  audit 
and  examination  to  any  books,  docu¬ 
ments,  papers,  and  records  of  the 
State  Agency  pertinent  to  the  disposi¬ 
tion  of  amounts  received  from  the  Sec¬ 
retary  under  section  1525  of  the  Act; 
and 

(17)  Provide  that  if  the  State  Agency 
makes  a  decision  in  the  performance 
of  a  function  under  section  1523(a)  (3), 
(4),  (5)  or  (6)  or  Title  XVI  of  the  Act 
which  is  inconsistent  with  a  recom¬ 
mendation  made  under  section  1513 
(f),  (g)  or  (h)  of  the  Act  by  a  health 
systems  agency  for  a  health  service 
area  located  in  whole  or  in  part  within 
the  State— 

(i)  Such  decision  (and  the  record 
upon  which  it  was  made)  shall,  upon 
request  of  such  health  systems  agency, 
be  reviewed,  under  an  appeals  mecha¬ 
nism  consistent  with  State  law  govern¬ 
ing  the  practices  and  procedures  of  ad¬ 
ministrative  agencies,  by  an  agency  of 
the  State  (other  than  the  State  health 
planning  and  development  agency  or 
the  Statewide  Health  Coordinating 
Council)  designated  by  the  Governor, 
and 

(ii)  The  decision  of  the  reviewing 
agency  shall  for  purposes  of  Titles  XV 
and  XVI  of  the  Act  be  considered  the 
decision  of  the  State  Agency. 

§  123.105  Conditional  Designation  Agree¬ 
ments. 

In  accordance  with  section  1521 

(b)(2)  of  the  Act  and  this  subpart,  the 
Secretary  may  enter  into  an  agree¬ 
ment  (hereinafter  referred  to  as  the 
conditional  .Designation  Agreement) 
with  a  Governor  for  the  Designation 
of  an  agency  (selected  by  the  Gover¬ 
nor)  of  the  government  of  that  State 
as  the  State  Agency  on  a  conditional 
basis  with  a  view  to  determining  the 
State  Agency’s  ability  at  the  end  of 
the  period  of  its  conditional  designa¬ 
tion  to  meet  the  requirements  and  per¬ 
form  the  functions  of  a  fully  designat¬ 
ed  State  Agency  under  the  Act  and 
this  subpart.  Such  agreement  shall 
provide  that: 

(a)  The  agency  is  designated  as  the 
conditionally  designated  State  Agency 


for  the  State  for  a  term  not  to  exceed 
12  months,  beginning  on  a  date  speci¬ 
fied  in  the  agreement,  except  that  the 
term  of  the  agreement  may  be  ex¬ 
tended  by  the  Secretary  at  the  request 
of  the  Agency  for  the  sole  purpose  ot 
closing 'out  the  activities  of  the  State 
Agency.  In  no  case,  however,  may  the 
entire  period  of  conditional  designa¬ 
tion  exceed  36  months. 

(b)  During  the  period  of  conditional 
designation,  the  Secretary  shall  re¬ 
quire  the  State  Agency  to  perform 
only  such  of  the  functions  prescribed 
by  section  1523  of  the  Act  and 
§  123.106(b)  as  he  determines  such 
State  Agency  to  be  capable  of  per¬ 
forming;  Provided,  That  the  State 
Agency  must  perform  at  least  the 
functions  described  in  §  123.106(b)  (1), 
(2),  and  (5)  and,  immediately  upon  the 
establishment  of  a  Statewide  Health 
Coordinating  Council  for  the  State, 
the  functions  described  in  §  123.106 
(b)(3). 

(c)  During  the  period  of  conditional 
designation  the  numbers  and  types  of 
requirements  and  functions  may,  in 
accordance  with  paragraph  (b)  of  this 
section,  be  progressively  increased  as 
the  State  Agency,  in  the  judgment  of 
the  Secretary,  becomes  capable  of 
added  responsibility. 

(d)  The  State  Agency  shall  meet  the 
requirements  of  the  Act,  this  subpart, 
and  any  additional  conditions  set 
forth  in  the  Conditional  Designation 
Agreement. 

§  123.106  Full  Designation  Agreements. 

In  accordance  with  section  1521 
(b)(3)  of  the  Act  and  this  subpart,  the 
Secretary  may  enter  into  an  agree¬ 
ment  (hereinafter  referred  to  as  the 
Full  Designation  Agreement)  with  a 
Governor  for  the  designation  of  an 
agency  (selected  by  the  Governor)  of 
that  State  as  the  State  Agency  for  the 
State.  Such  Full  Designation  Agree¬ 
ment  shall  provide  that: 

(a)  The  agency  is  designated  as  the 
State  Agency  for  the  State  for  a  tefm 
not  to  exceed  12  months,  beginning  on 
a  date  specified  in  the  agreement. 

(b)  The  State  Agency  shall,  subject 
to  §  123.107  perform  within  the  State 
the  following  functions: 

(1)  Conduct  the  health  planning  ac¬ 
tivities  of  the  State  and  implement 
those  parts  of  the  State  health  plan 
prepared  by  the  Statewide  Health  Co¬ 
ordinating  Council  pursuant  to  section 
1524(c)(2)  of  the  Act  and  Subpart  D  of 
this  Part  and,  except  for  States  to 
which  Subpart  F  of  this  part  is  appli¬ 
cable.  the  plans  of  the  health  systems 
agencies  within  the  State  which  relate 
to  the  government  of  the  State; 

(2)  In  accordance  with  a  schedule  es¬ 
tablished  by  the  Statewide  Health  Co¬ 
ordinating  Council  of  the  State,  pre¬ 
pare,  review,  and  revise  as  necessary 
(but  at  least  annually),  and  submit  to 
the  Statewide  Health  Coordinating 
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Council  of  the  State  for  approval  or 
disapproval  and  for  use  in  developing 
the  State  health  plan  referred  to  ir 
paragraph  (b)(1)  of  this  section,  a  pre¬ 
liminary  State  health  plan  which 
shall,  except  as  provided  in  Subpart  F 
of  this  Part,  be  made  up  of  the  Health 
Systems  Plans  (hereinafter  referred  to 
as  “HSP’s”)  of  the  health  systems 
agencies  within  the  State.  Such  pre¬ 
liminary  plan  may,  as  found  necessary 
by  the  State  Agency,  contain  revisions 
of  such  HSP’s  to  achieve  their  appro¬ 
priate  coordination  or  to  deal  more  ef¬ 
fectively  with  statewide  health  needs. 

(3)  Assist  the  Statewide  Health  Co¬ 
ordinating  Council  of  the  State, 
through  the  payment  of  its  operating 
expenses  and  the  provision  of  ade¬ 
quate  staff  support  and  appropriate 
training  programs  in  health  resources 
planning  and  development  for  mem¬ 
bers  of  the  Council,  in  the  review  of 
the  State  medical  facilities  plan  re¬ 
quired  under  section  1603  of  the  Act, 
and  in  the  performance  of  its  func¬ 
tions  generally; 

(4)  (i)  Serve  as  the  designated  plan¬ 
ning  agency  of  the  State  for  purposes 
of  section  1122  of  the  Social  Security 
Act  and  in  accordance  with  42  CFR 
Part  ICO,  if  the  State  has  entered  into 
an  agreement  with  the  Secretary  pur¬ 
suant  to  such  section  1122;  and  (ii)  ad¬ 
minister  a  State  certificate  of  need 
program  which  meets  the  require¬ 
ments  of  Subpart  E  of  this  Part;  Pro¬ 
vided,  That  the  requirement  of  clause 
(b)(4)(ii)  hereof  shall  not  apply  to  a 
State  Agency  of  a  State  until  the  expi¬ 
ration  of  the  first  regular  session  of 
the  legislature  of  such  State  which 
begins  after  January  4, 1975; 

(5)  After  consideration  of  recommen¬ 
dations  submitted  by  Health  Systems 
Agencies  under  section  1513(f)  of  the 
Act  respecting  new  institutional 
health  services  proposed  to  be  offered 
within  the  State,  make  findings  as  to 
the  need  for  such  services  in  accor¬ 
dance  with  section  1532  of  the  Act  and 
Subpart  E  of  this  Part; 

(6)  Review  on  a  periodic  basis  (but 
not  less  than  often  than  every  five 
years),  in  accordance  with  section  1532 
of  the  Act  and  applicable  regulations 
of  the  Secretary,  all  institutional 
health  services  being  offered  in  the 
State  and,  after  consideration  of  rec¬ 
ommendations  subir*tted  by  health 
systems  agencies  pursuant  to  42  CFR 
122.107(cX15)  respecting  the  appropri¬ 
ateness  of  such  services,  make  public 
its  findings;  Provided,  That  such  find¬ 
ings  with  respect  to  any  health  service 
area  in  the  State  shall  be  made  not 
more  than  one  year  following  the  date 
on  which  the  health  systems  agency 
for  such  area  submits  its  recommenda¬ 
tions  to  the  State  Agency. 

(c)  The  State  Agency  shall  meet  the 
requirements  of  the  Act,  this  subpart, 
and  any  additional  conditions  set 
forth  in  the  Full  Designation  Agree¬ 
ment. 


§  123.107  Performance  of  functions  by 
other  than  the  State  Agency. 

(a)  Notwithstanding  any  other  provi¬ 
sion  of  this  subpart,  any  function  de¬ 
scribed  in  §  123.106(b)  of  this  subpart 
may  be  performed  by  another  agency 
of  the  State  government  upon  request 
of  the  Governor  under  an  agreement 
with  the  State  Agency  satisfactory  to 
the  Secretary  except  that  the  func¬ 
tions  described  in  §  123.106(b)(4)  must 
be  performed  by  the  same  agency  of 
the  State. 

(b)  Any  agreement  entered  into  by 
the  State  Agency  for  the  performance 
of  one  or  more  functions  described  in 
§  123.106(b)  of  this  subpart  by  another 
agency  of  the  State  must  at  a  mini¬ 
mum: 

(1)  Specify  which  other  agency  will 
perform  the  function,  which  function 
it  will  perform,  and  that  the  other 
agency  will  perform  all  the  activities 
relating  to  the  function; 

(2)  Provide  that  the  other  agency 
will  perform  the  function  in  accor¬ 
dance  with  the  appropriate  require¬ 
ments  of  the  State  Program  and  in 
compliance  with  the  relevant  provi¬ 
sions  of  the  Act  and  applicable  regula¬ 
tions  of  the  Secretary  including  those 
set  forth  in  this  Part; 

(3)  Set  forth  the  manner  in  which 
the  budget,  staff,  and  activities  of  the 
other  agency  in  the  performance  of 
the  function  will  relate  to  the  activi¬ 
ties  of  the  State  Agency; 

(4)  Provide  that  the  other  agency 
will  consult  and  coordinate  with  the 
State  Agency  and  the  SHCC  on  the 
performance  of  the  function  and  pro¬ 
vide  information  to  the  State  Agency 
and  the  SHCC  on  the  performance  of 
the  function; 

(5)  Set  forth  the  manner  in  which 
the  other  agency  will  relate  to  the 
health  systems  agencies  whose  health 
service  areas  are  located  in  whole  or  in 
part  within  the  State; 

(6)  Set  forth  the  conditions  under 
which  the  agreement  may  be  termi¬ 
nated  by  either  agency;  and 

(7)  Set  forth  the  conditions  under 
which  the  agreement  may  be  renewed. 

§  123.108  Renewal  and  termination  of 
agreements. 

(a)  Conditionally  designated  State 
Agencies. 

(1)  Renewal.  A  Conditional  Designa¬ 
tion  Agreement  may,  at  the  option  of 
the  Secretary  and  based  upon  the  Sec¬ 
retary’s  review  of  the  State  Agency’s 
performance  and  its  application  for  re¬ 
newal,  be  renewed  for  an  additional 
term  not  to  exceed  12  months,  but  in 
no  case  may  the  total  period  of  condi¬ 
tional  designation  of  a  State  Agency 
exceed  36  months.  Where  the  Secre¬ 
tary  determines  not  to  renew  such 
agreement,  the  Governor  will  be  noti¬ 
fied  in  writing  of  the  reasons  for  such 
determination. 

(2)  Termination.  A  Conditional  Des¬ 
ignation  Agreement  may  be  terminat¬ 


ed  by  the  Governor  prior  to  the  expi¬ 
ration  of  its  term  upon  90  days  written 
notice  to  the  Secretary  which  shall  set 
forth  the  reasons  for  such  termination 
and  its  effective  date.  The  Secretary 
may  terminate  the  Conditional  Desig¬ 
nation  Agreement  prior  to  the  expira¬ 
tion  of  its  term  upon  his  determina¬ 
tion,  after  having  given  the  Governor 
at  least  90  days  written  notice  of  the 
State  Agency’s  deficiencies  and  the 
corrective  actions  required  and  an  op¬ 
portunity  for  a  hearing  before  an  offi¬ 
cer  or  employee  of  the  Department 
designated  for  such  purpose  by  the 
Secretary,  that  the  State  Agency  is 
not  complying  with  the  provisions  of 
the  Agreement  or  is  incapable  of  pro¬ 
gressively  assuming  more  functions 
and  responsibilities. 

(b)  Fully  designated  agencies. 

(1)  Renewal  A  Full  Designation 
Agreement  may  be  renewed  for  a 
period  not  to  exceed  12  months,  upon 
the  application  by  the  Governor  for 
renewal,  if  upon  review  by  the  Secre¬ 
tary  (as  provided  in  section  1535  of  the 
Act)  he  determines  that  the  State 
Agency  has  fufilled,  in  a  satisfactory 
manner,  the  functions  of  a  State 
Agency  as  prescribed  by  section  1523 
of  the  Act  and  the  applicable  provi¬ 
sions  of  this  subpart.  A  determination 
by  the  Secretary  not  to  renew  the 
Agreement  will  be  made  only  after  he 
has  provided  the  Governor  with  writ¬ 
ten  notice  of  the  reasons  for  such  fail¬ 
ure  to  renew  and  of  the  opportunity 
for  a  hearing  before  an  officer  or  em¬ 
ployee  designated  for  such  purpose  by 
the  Secertary. 

(2)  Termination.  A  Full  Designation 
Agreement  may  be  terminated  by  the 
Governor  prior  to  the  expiration  of  its 
term  upon  90  days  written  notice  to 
the  Secretary  which  will  set  forth  the 
reasons  for  such  termination  and  its 
effective  date.  The  Agreement  may  be 
terminated  by  the  Secretary  prior  to 
the  expiration  of  its  term  if  he  deter¬ 
mines,  after  having  given  the  Gover¬ 
nor  at  least  90  days  written  notice  of 
the  State  Agency’s  deficiencies  and 
the  corrective  actions  required  and  an 
opportunity  for  a  hearing  before  an 
officer  or  employee  of  the  Department 
designated  for  such  purpose  by  the 
Secretary,  that  the  State  Agency  is 
not  complying  with  or  effectively  car¬ 
rying  out  the  provisions  of  the  Agree¬ 
ment. 

§  123.109  Access  of  the  public  to  State 
Agency  records  and  data. 

(a)  Each  State  Agency  shall  adopt  a 
policy  for  making  its  records  and  data 
available  to  the  public  for  inspection 
and  copying  in  accordance  with  sec¬ 
tions  1522(b)(6)(C)  and  1532(b)(10)  of 
the  Act,  which  shall  include  a  proce¬ 
dure  for  the  submission  of  requests  to 
the  agency  by  members  of  the  public, 
the  agency’s  procedure  for  handling 
such  requests,  and  a  uniform  fee 
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schedule  for  copying  such  material 
which  shall  be  limited  to  reasonable 
costs.  For  purposes  of  this  paragraph, 
“records  and  data’’  include  publica¬ 
tions,  brochures,  pamphlets,  punch 
cards,  magnetic  tapes,  minutes,  staff 
manuals,  slides,  photographs,  or  other 
documentary  materials,  regardless  of 
physical  form  or  characteristics,  made 
or  received  by  the  State  Agency  in 
connection  with  the  performance  of 
the  agency’s  functions  under  its  desig¬ 
nation  agreement  and  retained  by  the 
agency  as  evidence  of  the  agency’s 
function,  policies,  decisions,  proce¬ 
dures,  operations,  programs,  or  other 
activities. 

(b)  Each  State  Agency  is  required  to 
maintain  and  make  available  for 
public  inspection  and  copying  an  index 
of  the  records  and  data  of  the  agency 
and  must  publish  a  notice  that  a 
policy  for  making  information  avail¬ 
able  to  the  public  has  been  established 
setting  forth  the  policy  adopted  pursu¬ 
ant  to  paragraph  (a)  of  this  section. 
The  notice  must  contain  a  statement 
that  the  full  policy  is  available  for 
public  inspection  and  copying.  Where 
subsequent  to  the  publication  of  such 
notice  the  State  Agency  substantially 
revises  its  policy  (which  must  remain 
consistent  with  paragraph  (a)  of  this 
section)  for  making  information  avail¬ 
able  to  the  public  the  State  Agency 
must  publish  a  notice  that  such  revi¬ 
sions  have  been  made. 

Subpart  C — Grants  to  State  Health 
Planning  and  Development  Agencies 

§  123.201  Applicability. 

The  regulations  of  this  subpart  are 
applicable  to  grants  under  section  1525 
of  the  Public  Health  Service  Act  (42 
U.S.C.  300m-4)  to  State  health  plan¬ 
ning  and  development  agencies  desig¬ 
nated  under  section  1521  of  the  Public 
Health  Service  Act  (42  U.S.C.  300m)  to 
assist  them  in  meeting  the  costs  of 
their  operation,  including  costs  in¬ 
curred  in  the  administration  of  the 
State  medical  facilities  plan  under 
Title  XVI  of  the  Act. 


§  123.202  Eligibility. 

Any  conditionally  or  fully  designat¬ 
ed  State  Agency  is  eligible  for  a  grant 
under  this  subpart. 

§  123.203  Application. 

(a)  An  application  for  a  grant  under 
this  subpart  shall  be  submitted  to  the 
Secretary  at  such  time  and  in  such 
form  and  manner  as  the  Secretary 
may  prescribe,  and  shall  be  executed 
by  an  officer  or  employee  of  the  State 
officially  authorized  to  act  for  the  ap¬ 
plicant  agency  and  to  assume  on 
behalf  of  the  agency  the  obligations 
imposed  by  the  Act,  the  regulations  of 


this  subpart,  and  any  additional  terms 
or  conditions  of  the  grant.1 

(b)  The  application  shall  contain  the 
following:  (1)  A  full  and  complete 
budget  (i)  of  expenditures  to  be  in¬ 
curred  by  the  applicant  agency  in  car¬ 
rying  out  its  approved  State  adminis¬ 
trative  program  in  accordance  with 
section  1522  of  the  Act  and  the  terms 
and  conditions  of  the  designation 
agreement  entered  into  by  the  Secre¬ 
tary  and  the  Governor  of  the  State 
pursuant  to  Subpart  B  of  this  Part  (in¬ 
cluding  expenditures  to  be  incurred  in 
assisting  the  Statewide  Health  Coordi¬ 
nating  Council  in  the  performance  of 
its  functions),  and  (ii)  where  the  State 
Agency  is  administering  or  supervising 
the  administration  of  the  State  medi¬ 
cal  facilities  plan  approved  by  the  Sec¬ 
retary  pursuant  to  Title  XVI  of  the 
Act,  of  expenditures  to  be  incurred  in 
the  administration  of  such  plan. 

(2)  An  assurance  satisfactory  to  the 
Secretary  that  the  State  Agency  will 
expend  in  performing  the  functions 
prescribed  by  section  1523  of  the  Act 
during  the  fiscal  year  for  which  the 
grant  is  sought  an  amount  of  funds 
from  non-Federal  sources  which  is  at 
least  as  great  as  the  average  amount 
of  funds  from  non-Federal  sources  ex¬ 
pended  for  such  purposes  (excluding 
expenditures  of  a  non-recurring 
nature)  in  the  three  fiscal  years  imme¬ 
diately  preceding  the  fiscal  year  for 
which  the  grant  is  sought,  by  the 
State  for  which  such  State  Agency  has 
been  designated.  Such  assurance  shall 
be  supported  by  the  following: 

(i)  An  itemized  statement  showing 
the  amount  of  funds  from  non-Federal 
sources  expended  by  the  State  for  car¬ 
rying  out  functions  described  in  sec¬ 
tion  1523  of  the  Act  in  each  of  the 
three  fiscal  year  immediately  preced¬ 
ing  the  fiscal  year  for  which  the  grant 
is  sought,  excluding  expenditures  of  a 
non-recurring  nature;  and 

(ii)  A  description  of  the  amount  and 
sources  of  non-Federal  funds  which 
will  be  expended  by  the  State  Agency 
in  carrying  out  the  functions  described 
in  section  1523  of  the  Act  under  the 
designation  agreement  during  the 
grant  period;  and 

(3)  A  statement  of  the  amount  of 
grant  funds  requested. 

§  123.204  Grant  award. 

(a)  The  Secretary  will  award  a  grant 
under  this  subpart  to  each  agency 
which 

(1)  Is  designated  as  a  State  Agency 
under  a  designation  agreement; 

(2)  Has  provided  the  assurance  re¬ 
quired  by  §  123.203(b)(2);  and 

(3)  Otherwise  meets  the  applicable 
requirements  of  the  Act  and  of  this 
subpart. 


1  Applications  and  instructions  may  be  ob¬ 
tained  from  the  Regional  Health  Adminsi- 
trator  in  the  Regional  Office  of  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare  for 
the  region  in  which  the  State  is  located. 


(b)  The  amount  of  any  grant  under 
this  subpart  will  be  computed  as  fol¬ 
lows: 

(1)  The  Secretary  will  allocate  to 
each  State  the  product  of  (i)  the  per¬ 
centage  which  the  State’s  population 
(as  determined  by  the  Secretary  from 
the  latest  available  estimate  from  the 
Department  of  Commerce)  bears  to 
the  total  of  the  populations  of  all  the 
States  (as  so  determined)  and  (ii)  the 
amount  of  appropriated  fluids  deter¬ 
mined  by  the  Secretary  to  be  available 
for  grants  under  this  subpart.  Pro¬ 
vided,  That  (A)  where  the  amount  al¬ 
located  to  Guam,  American  Samoa, 
the  Trust  Territory  of  the  Pacific  Is¬ 
lands,  the  Virgin  Islands,  or  the 
Northern  Mariana  Islands  as  a  result 
of  such  computation  is  less  than  one- 
half  of  one  percent  of  the  amount 
available  for  grants  under  this  sub¬ 
part,  such  allocation  shall  be  increased 
to  one-half  of  one  percent  of  such 
amount  and  the  allocation  to  other 
States  reduced  accordingly;  and  (B) 
where  the  amount  allocated  to  any 
State  not  listed  in  clause  (A)  above  as 
a  result  of  such  computation  is  less 
than  one  and  one-fourth  percent  of 
the  amount  available  for  grants  under 
this  subpart,  such  allocation  shall  be 
increased  to  one  and  one-fourth  per¬ 
cent  of  such  amount  and  the  alloca¬ 
tions  to  other  States  reduced  accord¬ 
ingly.  The  Secretary  will  make  avail¬ 
able  and  publish  annually  in  the  Fed¬ 
eral  Register  a  list  of  all  the  States 
and  their  populations  as  determined 
for  purposes  of  this  subpart. 

(2)  On  the  basis  of  the  budget  con¬ 
tained  in  the  application  and  his  esti¬ 
mate  of  the  amount  required  by  the 
State  Agency  to  carry  out  its  approved 
State  administrative  program  under 
the  designation  agreement,  and  the 
cost  of  administration  of  the  State 
medical  facilities  plan  under  Title  XVI 
of  the  Act,  the  Secretary  will  estimate 
the  operation  costs  of  the  State 
Agency  during  the  grant  period. 

(3)  The  amount  of  each  grant  to  a 
State  Agency  shall  be  the  lesser  of:  (i) 
the  amount  of  the  allocation  comput¬ 
ed  pursuant  to  paragraph  (b)(1)  of 
this  section  for  the  State  for  which 
such  State  Agency  has  been  designat¬ 
ed; 

(ii)  75  percent  of  the  estimated  oper¬ 
ation  costs  of  the  State  Agency  as  de¬ 
termined  by  the  Secretary  pursuant  to 
paragraph  (b)(2)  of  this  section;  or 

(iii)  the  amount  requested  by  the 
State  Agency  in  its  application,  Pro¬ 
vided,  That  any  appropriated  funds 
remaining  after  the  application  of 
paragraph  (b)(3)  of  this  section  shall, 
on  a  proportional  basis,  be  applied  to 
increase  the  grants  of  those  State 
Agencies  with  respect  to  which  the 
amount  described  in  paragraph  (i)  is 
less  than  either  of  the  amounts  de¬ 
scribed  in  paragraphs  (ii)  and  (iii). 
Provided  further.  That  no  State 
Agency  may  receive  a  grant  which  ex- 
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ceeds  either  75%  of  its  estimated  oper¬ 
ation  costs  or  the  amount  requested  in 
its  application. 

(4)  Where  a  designation  agreement 
with  a  State  is  entered  into  or  renewed 
for  a  period  of  less  than  12  months, 
the  grant  under  this  subpart  will  be  an 
amount  which  bears  the  same  ratio  to 
the  amount  determined  for  such  State 
in  accordance  with  paragraph  (b)(3)  of 
this  section  as  the  period  of  such 
agreement  bears  to  12  months. 

(c)  All  grant  awards  shall  be  in  writ¬ 
ing  and  shall  set  forth  the  amount  of 
funds  granted  and  the  period  for 
which  such  funds  will  be  available  for 
obligation  by  the  State  Agency. 

§  123.205  Grant  payments. 

The  Secretary  will  from  time  to  time 
make  payments  to  a  grantee  of  all  or  a 
portion  of  any  grant  award,  either  in 
advance  or  by  way  of  reimbursement 
for  expenses  incurred  or  to  be  in¬ 
curred,  to  the  extent  he  determines 
such  payments  necessary  to  promote 
prompt  initiation  and  advancement  of 
the  approved  activity. 

§  123.206  Use  of  grant  funds. 

(a)  Any  funds  granted  pursuant  to 
this  subpart,  as  well  as  other  funds  re¬ 
quired  as  a  condition  of  the  grant  to 
be  used  in  performance  of  the  ap¬ 
proved  activity,  shall  be  expended 
solely  for  the  administration  or  the  su¬ 
pervision  of  the  administration  of  the 
State  medical  facilities  plan  under 
Title  XVI  of  the  Act  and  applicable 
regulations  of  the  Secretary,  for  moni¬ 
toring  and  enforcing  assurances  pro¬ 
vided  to  the  State  by  hospitals  and 
other  medical  facilities  which  receive 
Federal  assistance  under  Title  VI  of 
the  Act,  and  for  Carrying  out  the  State 
administrative  program  in  accordance 
with  Title  XV  of  the  Act,  the  applica¬ 
ble  provisions  of  this  Part,  the  desig¬ 
nation  agreement,  any  additional 
terms  and  conditions  of  the  grant 
award,  and  the  applicable  cost  princi¬ 
ples  prescribed  by  Subpart  Q  of  45 
CFR  Part  74. 

(b)  Funds  granted  pursuant  to  this 
subpart  shall  be  available  for  obliga¬ 
tion  only  during  the  period  of  the 
State  Agency’s  designation  agreement. 

§  123.207  Nondiscrimination. 

(a)  Attention  is  called  to  the  require¬ 
ments  of  Title  VI  of  the  Civil  Rights 
Act  of  1964  (78  Stat.  252,  42  U.S.C. 
2000d  et  seq.)  and  in  particular,  sec¬ 
tion  601  of  such  Act  which  provides 
that  no  person  in  the  United  States 
shall,  on  the  grounds  of  race,  color,  or 
national  origin  be  excluded  from  par¬ 
ticipation  in,  be  denied  the  benefits  of, 
or  be  subjected  to  discrimination 
under  any  program  or  activity  receiv¬ 
ing  Federal  financial  assistance.  A  reg¬ 
ulation  implementing  such  Title  VI, 
which  is  applicable  to  grants  made 
under  this  subpart,  has  been  issued  by 
the  Secretary  with  the  approval  of  the 
President  (45  CFR  Part  80).  Nor  shall 
any  person  be  denied  employment  in 


or  by  the  program  or  activity  support¬ 
ed  by  a  grant  made  pursuant  to  this 
subpart  on  the  grounds  of  age,  creed, 
sex,  or  marital  status. 

(b)  Attention  is  called  to  the  require¬ 
ments  of  section  504  of  the  Rehabilita¬ 
tion  Act  of  1973,  as  amended,  which 
provides  that  no  otherwise  qualified 
handicapped  individual  in  the  United 
States  shall,  solely  by  reason  of  his 
handicap,  be  excluded  from  participa¬ 
tion  in,  be  denied  the  benefits  of,  or  be 
subjected  to  discrimination  under  any 
program  or  activity  receiving  Federal 
financial  assistance.  A  regulation  im¬ 
plementing  section  504,  which  is  appli¬ 
cable  to  grants  made  under  this  sub¬ 
part,  has  been  issued  by  the  Secretary 
(45  CFR  Part  84). 

§  123.208  Grantee  accountability. 

(a)  Accounting  for  grant  award  pay¬ 
ments.  All  payments  made  by  the  Sec¬ 
retary  shall  be  recorded  by  the  gran¬ 
tee  in  accounting  records  separate 
from  the  records  of  all  other  grant 
funds,  including  funds  derived  from 
other  grant  awards.  With  respect  to 
each  approved  project,  the  grantee 
shall  account  for  the  sum  total  of  all 
amounts  paid  by  presenting  or  other¬ 
wise  making  available  evidence  satis¬ 
factory  to  the  Secretary  of  expendi¬ 
tures  for  costs  meeting  the  require¬ 
ments  of  this  subpart. 

(b)  Accounting  for  non-Federal 
funds.  The  agency  shall  account  for  all 
non-Federal  funds  expended  during 
the  grant  period  in  carrying  out  the 
approved  activities  in  accordance  with 
procedures  prescribed  by  the  Secre¬ 
tary. 

§  123.209  Applicability  of  45  CFR  Part  74. 

The  provisions  of  45  CFR  Part  74, 
establishing  uniform  administrative 
requirements  and  cost  principles,  shall 
apply  to  all  grants  under  this  subpart. 

§  123.210  Additional  conditions. 

The  Secretary  may  with  respect  to 
any  grant  award  impose  additional 
conditions  prior  to  or  at  the  time  of 
the  award  when  in  his  judgment  such 
conditions  are  necessary  to  assure  or 
protect  advancement  of  the  approved 
activity,  the  interests  of  the  public 
health,  or  the  conservation  of  grant 
funds. 

Subpart  D — Statewide  Health 
Coordinating  Councils 

§  123.301  Purpose  and  scope. 

Section  1524  of  the  Public  Health 
Service  Act  provides  that  each  State 
health  planning  and  development 
agency  shall  be  advised  by  a  Statewide 
Health  Coordinating  Council.  The  reg¬ 
ulations  of  this  subpart  are  applicable 
to  the  establishment  and  operation  of 
SHCC’s. 

§  123.302  Establishment. 

A  SHCC  may  not  be  established  in  a 
State  until  health  systems  agencies 
have  been  designated  for  one-half  or 
more  of  the  health  service  areas  which 


are  located  in  whole  or  in  part  in  the 
State. 

§  123.303  Composition. 

Except  as  authorized  by  §  123.503,  a 
SHCC  shall  be  composed  in  the  follow¬ 
ing  manner: 

(a)  A  SHCC  shall  have  no  fewer 
than  16  representatives  appointed  by 
the  Governor  of  the  State  from  lists  of 
at  least  five  nominees  submitted  to  the 
Governor  by  each  of  the  health  sys¬ 
tems  agencies  designated  for  health 
service  areas  which  fall,  in  whole  or  in 
part,  within  the  State. 

(1)  Each  such  health  systems  agency 
shall  be  entitled  to  the  same  number 
of  representatives  on  the  SHCC. 

(2)  Each  such  health  systems  agency 
shall  be  entitled  to  at  least  two  repre¬ 
sentatives  on  the  SHCC. 

(3)  Of  the  representatives  of  any 
health  systems  agency,  not  less  than 
one-half  shall  be  individuals  who  are 
consumers  of  health  care  and  who  are 
not  providers  of  health  care. 

(4)  Each  such  health  systems  agency 
shall  submit  to  the  Governor  a  list  of 
nominees  numbering  at  least  twice  the 
number  of  representatives  to  which 
the  health  systems  agency  is  entitled, 
or  five,  whichever  is  greater;  except 
that  any  health  systems  agency  may, 
at  its  option  and  if  the  Governor  so  re¬ 
quests,  submit  a  lesser  number  of 
nominees. 

(b)  In  addition  to  the  appointments 
made  under  paragraph  (a)  of  this  sec¬ 
tion,  the  Governor  may  appoint  such 
persons  (including  State  officials, 
public  elected  officials,  and  other  rep¬ 
resentatives  of  governmental  authori¬ 
ties  within  the  State)  to  serve  on  the 
SHCC  as  he  deems  appropriate;  except 
that 

(1)  the  number  of  persons  appointed 
to  the  SHCC  under  this  paragraph 
may  not  exceed  40  per  centum  of  the 
total  membership  of  the  SHCC;  and 

(2)  a  majority  of  the  persons  ap¬ 
pointed  by  the  Governor  under  this 
paragraph  shall  be  consumers  of 
health  care  who  are  not  providers  of 
health  care. 

(c)  Not  less  than  one-third  of  the 
providers  of  health  care  who  are  mem¬ 
bers  of  the  SHCC  shall  be  direct  pro¬ 
viders  of  health  care. 

(d)  Where  two  or  more  hospitals  or 
other  health  care  facilities  of  the  Vet¬ 
erans  Administration  are  located  in  a 
State,  the  SHCC  for  such  State  shall, 
in  addition  to  the  other  members  ap¬ 
pointed  pursuant  to  this  section,  in¬ 
clude,  as  an  ex  officio  member,  an  in¬ 
dividual  whom  the  Chief  Medical  Di¬ 
rector  of  the  Veterans  Administration 
shall  have  designated  as  a  representa¬ 
tive  of  such  facilities.  Such  individual 
shall  be  considered  a  direct  provider  of 
health  care  for  purposes  of  paragraph 

(c)  of  this  section. 

§  123.304  Chairman  and  terms  of  member¬ 
ship. 

(a)  The  SHCC  shall  select  from 
among  its  members  a  chairman. 
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(b)  The  terms  of  SHCC  members 
shall  be  of  fixed  length. 

§  123.305  Statewide  health  coordinating 
council  rules. 

The  SHCC  shall  be  governed  by 
written  rules  which  set  forth  the  poli¬ 
cies  and  procedures  for  the  function¬ 
ing  of  the  SHCC  and  which,  at  a  mini¬ 
mum: 

(a)  Provide  that  the  SHCC  will  meet 
not  less  than  once  in  each  calendar 
quarter  for  the  purpose  of  performing 
one  or  more  of  the  functions  described 
in  §  123.306; 

(b)  Provide  that  all  business  meet¬ 
ings  of  the  SHCC  shall  be  open  to  the 
public.  For  purposes  of  this  para¬ 
graph,  “business  meetings”  are  meet¬ 
ings  at  which  a  SHCC  acts  to  carry  out 
its  functions  under  the  Act; 

(c)  Set  forth  the  manner  in  which 
members  of  the  SHCC  will  be  selected 
and  replaced,  which  shall  be  consis¬ 
tent  with  the  requirements  of  section 
1524  of  the  Act  and  which  shall  in¬ 
clude  provisions  for  (1)  removal  of 
members  for  good  cause  only;  and  (2) 
replacement  of  members  in  the  event 
of  resignation,  death,  or  removal;  and 

(d)  Set  forth  requirements  relating 
to  conflict  of  interest,  which  shall  be 
designed  to  preclude  use  of  member¬ 
ship  on  the  SHCC  for  purposes  which 
are,  or  give  appearances  of  being,  mo¬ 
tivated  by  private  gain  on  the  part  of 
any  individual. 

§  123.306  Functions. 

A  SHCC  shall  perform  the  following 
functions; 

(a)  Review  annually  the  Health  Sys¬ 
tems  Plan  (“HSP”)  and  Annual  Imple¬ 
mentation  Plan  (“AIP”)  of  each 
health  systems  agency  of  a  health  ser¬ 
vice  area  located  in  whole  or  in  part 
within  the  State  and  report  to  the  Sec¬ 
retary,  for  purposes  of  his  review 
under  section  1535(c)  of  the  Act,  its 
comments  on  such  HSP  and  AIP,  at 
such  times  and  in  such  form  and 
manner  as  the  Secretary  may  direct. 
The  SHCC,  after  consultation  with 
the  State  Agency  and  health  systems 
agencies  located  in  whole  or  in  part 
within  the  State,  shall  establish  a  uni¬ 
form  analytical  approach  and  format 
for  HSPs. 

(b)  Prepare,  and  review  and  revise  as 
necessary  (but  at  least  annually),  a 
State  health  plan  which  shall  be  made 
up  of  the  HSP’s  of  the  health  systems 
agencies  within  the  State.  Such  plan 
may,  as  found  necessary  by  the  SHCC, 
contain  revisions  of  such  HSP’s  to 
achieve  their  appropriate  coordination 
or  to  deal  more  effectively  with 
statewide  health  needs.  Where  the 
State  health  plan  does  contain  revi¬ 
sions  of  an  HSP,  the  SHCC  shall 
return  the  affected  HSP  to  the  appro¬ 
priate  health  systems  agency  together 
with  a  statement  of  the  revisions  of 
the  HSP  that  must  be  made  by  the 
agency. 
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(1)  In  the  preparation  and  revision 
of  the  State  health  plan,  the  SHCC 
shall  review  and  consider  the  prelimi¬ 
nary  State  health  plan  submitted  by 
the  State  Agency  under  section 
1523(a)(2)  of  the  Act  and 
§  123.106(b)(2)  and  shall  conduct  a 
public  hearing  on  the  plan  as  proposed 
by  the  SHCC  and  shall  give  interested 
persons  an  opportunity  to  submit 
their  views  orally  and  in  writing. 

(1)  Not  less  than  30  days  prior  to  any 
such  hearing,  the  SHCC  shall  publish 
in  at  least  two  newspapers  of  general 
circulation  in  the  State  a  notice  of  its 
consideration  of  the  proposed  plan, 
the  time  and  place  of  the  hearing,  the 
place  at  which  interested  persons  may 
consult  the  plan  in  advance  of  the 
hearing,  and  the  place  and  period 
during  which  to  direct  written  com¬ 
ment  to  the  SHCC  on  the  plan. 

(ii)  At  least  15  days  prior  to  such 
publication,  the  SHCC  shall  provide  a 
copy  of  the  plan  to  the  Governor  for 
purposes  of  his  review  and  comment. 

(2)  At  such  time  and  in  such  form 
and  manner  as  the  Secretary  may  pre¬ 
scribe,  the  SHCC  shall  provide  to  the 
Secretary  a  copy  of  its  current  State 
health  plan. 

(c)  Following  adoption  of  the  State 
health  plan,  as  part  of  its  coordination 
of  AIPs  review  the  AIP  of  each  health 
systems  agency  located  in  whole  or  in 
part  within  the  State  and  recommend 
revisions  to  the  AIP  to  ensure  consis¬ 
tency  with  revisions  of  the  HSP  re¬ 
quired  by  the  SHCC. 

(d)  Review  annually  the  budget  of 
each  health  systems  agency  located  in 
whole  or  in  part  within  the  State  and 
report  to  the  Secretary,  for  purposes 
of  his  review  under  section  1535(a)  of 
the  Act,  is  comments  on  such  budget, 
at  such  time  and  in  such  form  and 
manner  as  the  Secretary  may  direct. 

(e)  Review  applications  submitted  by 
such  health  systems  agencies  (or,  in 
the  case  of  the  Virgin  Islands,  Guam, 
the  Trust  Territory  of  the  Pacific  Is¬ 
lands,  American  Samoa,  the  Northern 
Mariana  Islands,  and  any  other  State 
which  has  been  determined  by  the 
Secretary  to  meet  the  requirements  of 
section  1536(a)  of  the  Act,  by  the 
State  Agencies  of  such  States)  for 
grants  under  sections  1516  and  1640  of 
the  Act  and  report  to  the  Secretary,  at 
such  time  and  in  such  form  and 
manner  as  the  Secretary  may  direct  its 
comments  on  such  applications. 

(f)  Advise  the  State  Agency  general¬ 
ly  on  the  performance  of  its  functions, 
including  review  and  comment  to  the 
State  Agency  on  its  application  for 
designation  prior  to  its  submission  to 
the  Secretary. 

(g)  Review  annually  and  approve  or 
disapprove  any  State  plan  and  any  ap¬ 
plication  (and  any  revision  of  a  State 
plan  or  application)  submitted  to  the 
Secretary  as  a  condition  to  the  receipt 
of  Federal  funds,  made  available 
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under  allotments,  in  accordance  with 
section  1524(c)(6)  of  the  Act  and  appli¬ 
cable  regulations  of  the  Secretary. 

(h)  Review  and  approve  or  disap¬ 
prove  the  State  medical  facilities  plan 
prepared  by  the  State  Agency  pursu¬ 
ant  to  section  1603  of  the  Act,  on  the 
basis  of  whether  such  State  medical 
facilities  plan  is  consistent  with  the 
State  health  plan  prepared  in  accor¬ 
dance  with  paragraph  (b)  of  this  sec¬ 
tion. 

(i)  Where  applicable,  review  and 
comment  on  State  Agency  actions  de¬ 
scribed  in  §  123.502(a)(2)  before  such 
actions  become  final. 

Subpart  E  [Reserved] 

Subpart  F — Special  Provisions  for 

States — Section  1 536  of  the  Act 

§  123.501  Additional  grants  to  certain 
State  agencies 

In  addition  to  grants  pursuant  to 
section  1525  of  the  Act,  a  State  Agency 
designated  for  the  Virgin  Islands, 
Guam,  the  Trust  Territory  of  the  Pa¬ 
cific  Islands,  American  Samoa,  the 
Northern  Mariana  Islands,  or  any 
other  State  determined  by  the  Secre¬ 
tary  to  meet  the  requirements  of  sec¬ 
tion  1536(a)  of  the  Act  may,  where  the 
State  Agency  agrees  to  meet  the  re¬ 
quirements  of  §  123.502,  receive  a 
grant  under  section  1516  of  the  Act 
and  this  subpart. 

(a)  Application.  An  application  for  a 
grant  under  this  section  must  conform 
to  the  requirements  of  42  CFR  122.203 
and  in  addition  shall  include  a  detailed 
description  of  the  functions  under  sec¬ 
tion  1513  of  the  Act  which  the  appli¬ 
cant  will  perform  during  the  period  of 
the  designation  agreement,  and  the 
manner  in  which  the  State  Agency 
proposes  to  carry  out  such  functions. 

(b)  Amount  of  the  grant  (1)  Where  a 
State  Agency  has  entered  into  a  Con¬ 
ditional  Designation  Agreement  under 
§  123.105,  the  amount  of  the  grant  to 
the  State  Agency  will  be  computed  in 
accordance  with  42  CFR  122.204(b)  as 
if  the  State  Agency  were  a  conditional¬ 
ly  designated  health  systems  agency. 

(2)  Where  a  State  Agency  has  en¬ 
tered  into  a  Full  Designation  Agree¬ 
ment  under  §  123.106,  the  amount  of 
the  grant  to  the  State  Agency  will  be 
computed  in  accordance  with  42  CFR 
122.204(b)  as  if  the  State  Agency  were 
a  fully  designated  health  systems 
agency. 

(c)  Population.  For  purposes  of  de¬ 
termining  the  amount  of  the  grant 
under  this  section,  the  population  of  a 
State  will  be  determined  by  the  Secre¬ 
tary  in  accordance  with  42  CFR 
122.205. 

(d)  Assurance  of  expenditure  of  non- 
Federal  funds.  A  State  Agency  which 
qualifies  for  a  grant  under  this  section 
may  receive  an  increased  amount  of 
grant  funds  in  accordance  with  section 
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1516  of  the  Act  and  42  CFR  122.204 
where  the  State  Agency  provides  as¬ 
surance  in  accordance  with  42  CFR 
122.206  that  it  will  expend  or  obligate 
non-Federal  funds  during  the  grant 
period  for  the  purposes  for  which 
grants  under  this  section  may  be 
made. 

(e)  Grant  payments.  Payments  to  a 
grantee  of  a  grant  award  will  be  made 
in  accordance  with  42  CFR  122.207. 

(f )  Use  of  grant  funds.  Funds  grant¬ 
ed  pursuant  to  this  section,  as  well  as 
other  funds  required  as  a  condition  of 
the  grant  to  be  used  in  performance  of 
the  approved  activity,  shall  be  expend¬ 
ed  in  accordance  with  section  1516  of 
the  Act,  terms  and  conditions  of  the 
award,  and  the  applicable  cost  princi¬ 
ples  prescribed  by  Subpart  Q  of  45 
CFR  Part  74.  Such  funds  shall  be 
available  for  obligation  only  during 
the  period  of  the  State  Agency’s  desig¬ 
nation  agreement  current  at  the  time 
of  the  grant  award. 

(g)  Nondiscrimination.  The  provi¬ 
sions  of  42  CFR  122.209  shall  apply  to 
grants  made  under  this  section. 

(h)  Grantee  accountability.  The  pro¬ 
visions  of  paragraphs  (a)  and  (b)  of  42 
CFR  122.211  shall  apply  to  grants 
made  under  this  section. 

(i)  Applicability  of  45  CFR  part  74. 
The  provisions  of  45  CFR  Part  74,  es¬ 
tablishing  uniform  administrative  re¬ 
quirements  and  cost  principles,  shall 
apply  .to  all  grants  made  under  this 
section. 

(j)  Additional  conditions.  The  Secre¬ 
tary  may  with  respect  to  any  grant 
award  impose  additional  conditions 
prior  to  or  at  the  time  of  any  award 
when  in  his  judgment  such  conditions 
are  necessary  to  assure  or  protect  ad¬ 
vancement  of  the  approved  project, 
the  interests  of  the  public  health,  or 
the  conservation  of  grant  funds. 

§  123.502  Additional  requirements  for 
State  agencies. 

In  addition  to  the  other  provisions 
of  this  Part,  the  provisions  of  this  sec¬ 
tion  shall  apply  to  a  State  Agency 
which  receives  a  grant  under  section 
1516. 

(a)  Additional  functions— (1)  Condi¬ 
tional  designation.  In  the  case  of  a 
State  Agency  designated  pursuant  to  a 
Conditional  Designation  Agreement, 
the  State  Agency  shall  perform  such 
of  the  functions  prescribed  by  section 
1513  of  the  Act  and  42  CFR  122.107(c) 
as  the  secretary,  in  writing,  directs  it 
to  perform  in  accordance  with  42  CFR 
122.106  (b)  and  (c),  as  though  the 


State  were  a  health  service  area  and 
the  State  Agency  a  health  systems 
agency  for  such  area. 

(2)  Full  designation  agreement  In 
the  case  of  a  State  Agency  designated 
pursuant  to  a  Full  Designation  Agree¬ 
ment,  the  State  Agency  shall  perform 
the  functions  prescribed  by  section 
1513  of  the  Act  and  42  CFR  122.107(c), 
as  though  the  State  were  a  health  ser¬ 
vice  area  and  the  State  Agency  a 
health  systems  agency  for  such  area. 

Provided,  That:  The  requirements  of 
section  1513(b)(2)  of  the  Act  and  42 
CFR  122.107(c)(2)  (relating  to  the  de¬ 
velopment  of  a  health  systems  plan); 
section  1513(f)  of  the  Act  and  42  CFR 
122.107(c)(14)  (relating  to  the  review 
of  new  institutional  health  services 
proposed  to  be  offered  or  developed); 
section  1513(g)  of  the  Act  and  42  CFR 
122.107(c)(15)  (relating  to  periodic 
review  of  all  institutional  health  ser¬ 
vices);  and  section  1513(h)  of  the  Act 
and  42  CFR  122.107(0(16)  (relating  to 
recommendation  of  projects  for  mod¬ 
ernization,  construction  and  conver¬ 
sion  of  medical  facilities)  shall  not 
apply  for  purposes  of  this  section. 

(b)  Review  and  comment  by  SHCC. 
The  State  Agency  shall  afford  the 
SHCC  for  such  State  a  reasonable  op¬ 
portunity  to  review  and  comment 
upon  the  following  actions  by  the 
State  Agency  before  such  actions  are 
made  final: 

(1)  The  establishment,  annual 
review,  and  amendment  of  the  annual 
implementation  plan  ("AIP”)  as  de¬ 
scribed  in  42  CFR  122.107(c)(3); 

(2)  The  development  and  publication 
of  specific  plans  and  programs  for 
achieving  the  objectives  established  in 
the  AIP,  as  described  in  42  CFR 
122.107(c)(6); 

(3)  The  making  of  grants  and  con¬ 
tracts  from  the  Area  Health  Services 
Development  Fund  pursuant  to  sec¬ 
tion  1640  of  the  Act,  as  described  in  42 
CFR  122.107(c)(9); 

(4)  The  approval  or  disapproval  of 
each  proposed  use  of  Federal  funds 
within  the  State,  as  described  in  42 
CFR  122.107(0(17). 

(c)  State  agency  staff.  Notwithstand¬ 
ing  any  other  provisions  of  this  Part 
relating  to  State  Agency  staff,  a  State 
Agency  to  which  this  section  is  appli¬ 
cable  shall  have  a  staff  which  meets 
the  requirements  of  42  CFR  122.110. 
The  Secretary  may,  for  good  cause 
shown  upon  application  by  any  such 
State  Agency,  waive  the  requirements 
of  42  CFR  112.110  in  whole  or  in  part 
with  respect  to  such  agency.  The  re¬ 


quirements  of  section  1522(b)(4)(B)  of 
the  Act  and  §  123.104(b)(6)  (relating  to 
personnel  standards  on  a  merit  basis) 
shall  apply  to  each  State  Agency 
under  this  section. 

§  123.503  Special  provisions  for  member¬ 
ship  for  SHCCs. 

The  membership  of  the  SHCC  shall 
number  not  less  than  16  and  shall  be 
appointed  by  the  Governor  of  such 
State  in  accordance  with  the  provi¬ 
sions  of  42  CFR  122.109(b),  relating  to 
the  composition  of  the  governing  body 
of  a  health  systems  agency;  Provided, 
That:  In  the  case  of  the  Virgin  Islands, 
Guam,  the  Trust  Territory  of  the  Pa¬ 
cific  Islands,  American  Samoa,  or  the 
Northern  Mariana  Islands  any  of  the 
requirements  of  42  CFR  122.109(b) 
may  be  waived  by  the  Secretary  upon 
the  written  request  of  the  Governor 
supported  by  evidence  sufficient  to 
satisfy  the  Secretary  that  such  re¬ 
quirement  cannot  be  met  or  would, 
under  the  circumstances,  be  inconsis¬ 
tent  with  the  purposes  of  the  Act. 

§  123.504  Preliminary  State  health  plan. 

(a)  In  the  case  of  a  State  Agency 
designated  for  the  Virgin  Islands, 
Guam,  the  Trust  Territory  of  the  Pa¬ 
cific  Islands,  the  Northern  Mariana  Is¬ 
lands  and  any  other  State  determined 
to  meet  the  requirements  of  section 
1536  of  the  Act,  the  preliminary  State 
health  plan  shall  be  established  after 
appropriate  consideration  of  the  rec¬ 
ommended  National  Guidelines  for 
health  planning  policy  issued  by  the 
Secretary  under  section  1501,  and  the 
rriorities  set  forth  in  section  1502,  and 
shall  be  a  detailed  statement  of  goals 
(1)  describing  a  healthful  environment 
and  health  system  in  the  area  which, 
when  developed,  will  assert  that  qual¬ 
ity  health  services  will  be  available 
and  accessible  in  a  manner  which  as¬ 
sures  continuity  of  care,  at  reasonable 
cost,  for  all  residents  of  the  area;  (2) 
which  are  responsive  to  the  unique 
needs  and  resources  of  the  area;  and 

(3)  which  take  into  account  and  are 
consistent  with  the  National  Guide¬ 
lines  for  health  planning  policy  issued 
by  the  Secretary  under  section  1501  of 
the  Act  respecting  supply,  distribution 
and  organization  of  health  resources. 

(b)  For  purposes  of  this  part,  the 
preliminary  State  health  plan  pre¬ 
pared  pursuant  to  this  section  shall  be 
deemed  to  be  the  health  systems  plan 
for  the  State. 
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